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centocor 


research& development ine 


December 22, 2009 
VIA OVERNIGHT MAIL 


Elizabeth Holmes 
President and CEO 
Theranos, Inc. 

3200 Hillview 

Palo Alto, CA 94304 
650.470.6111 


Re: Fully-executed original of First Amendment to Clinical Assay 
Development and Feasibility Project Agreement between 
Theranos, Inc. and Centocor Research & Development, Inc. 


Dear Elizabeth: 


Per recent correspondence, [ am enclosing one fully-executed original of the 
above-referenced document. The related Purchase Order (PO) number has 
been written on the upper right corner of the first page. Please ensure that 
Theranos references this PO number on any invoice(s) submitted for work 
performed under this Amendment. 


My thanks again to you and your colleagues for your help in bringing this 
document to completion. 


Best regards, and best wishes for a Happy Holiday, 
ace we 
David M. Soloway 


encls. 


Research & Development inc. 
200 Great Valley Parkway 
Malvern, PA 19355 

phone: 610.651.6000 

fax: 610.651.6400 
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First Amendment to Clinical Assay Development and Feasibility Project Agreement 
between Theranos, Inc. and Centocor Research & Development, Inc. 


This First Amendment (the “First Amendment”) is made effective as of December 1, 
2009 (the “First Amendment Effective Date”) by and between Theranos, Inc., having a business 
address at 3200 Hillview, Palo Alto, CA 94303 (“Theranos”), and Centocor Research & 
Development, Inc., having a business address at 200 Great Valley Parkway, Malvern PA 19355, 
and its Affiliates (“Centocor’’). 


WHEREAS, Centocor and Theranos previously entered into the Clinical Assay 
Development and Feasibility Project Agreement dated September 1, 2008 (the ““Agreement”); and 


WHEREAS, Centocor and Theranos desire to amend the Agreement as of the First 
Amendment Effective Date in order to (i) extend the term of the Agreement, (ii) authorize the 
production and use of additional Cartridges for the performance of the Project, and (ii) provide for 
the payment of funds in support of such production and performance; 


NOW THEREFORE, in consideration of the mutual promises contained herein and for other 
good and valuable consideration, the receipt and adequacy of which is hereby acknowledged, the 
parties hereto agree as follows: 


I. Capitalized terms set forth in this First Amendment that are not specifically defined 
herein shall have the meaning ascribed to them in the Agreement. 


II. The words “Expiration Date: September 10, 2010” on the cover page of the Agreement 
are hereby deleted in their entirety and the words “Expiration Date: February 28, 2011” are 
substituted therefor. 


III. Section 3(a) of the Agreement is hereby deleted in its entirety and the following is 
substituted therefor: 


“(a) This Agreement shall be effective for a period that commences on the Effective 
Date and that ends of February 28, 2011, unless sooner terminated as provided 
herein or mutually extended in writing by both parties.” 


IV. The word “Company” is hereby deleted from Section 5(b) of the Agreement, and the 
word “Theranos” is substituted therefor. 


First Amendment to Clinical Assay Development and Feasibility Project Agreement 

Centocor Research & Development, Inc. 

Theranos, Inc. ICD 237565 
First Amendment Effective Date: December 1, 2009 
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V. Exhibit C of the Agreement is hereby amended by adding the following language to the 
end of Exhibit C: 


“Tn addition to the foregoing (and subject to the invoicing provisions and other terms of 
the Agreement), Centocor shall also provide funding in the amount of up to Two Hundred 
Thousand United States Dollars ($200,000USD), in accordance with the following 
schedule: 


(i) Fifty Thousand United States Dollars ($50,000USD) upon execution of this First 
Amendment; and 

(ii) | One Hundred Thousand United States Dollars ($100,000USD) upon 
commencement of the Project, except such payment shall not be due in any event 
prior to January 15, 2010; and 

(iii) Fifty Thousand United States Dollars ($50,000USD) upon completion of the 
Project and Centocor’s receipt of all reports and other deliverables required under 
the Agreement. 


Unless Centocor otherwise agrees in writing, such additional funds shall be used for the 
sole purpose of, and shall constitute full consideration for, the production of One 
Thousand One Hundred (1,100) Cartridges and the use of such Cartridges in the 
performance of the Project. For the avoidance of doubt, no monies (including without 
limitation any monies referenced in Section 5(c)) are owed or payable to Theranos other 
than the monies that are, or that become, payable under this Exhibit C.” 


VI. All other terms and provisions of the Agreement shall remain in full force and effect. 


Signatures begin on the next page. 


First Amendment to Clinical Assay Development and Feasibility Project Agreement 

Centocor Research & Development, Inc, 
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IN WITNESS WHEREOF, the parties hereto have caused this First Amendment to be 


executed by their duly authorized representatives. 


CENTOCOR RESEARCH & 

DEVELOPMENT, INC. 

Signature: Signature: 
Name: Jay FP. Siegel, M.D. Name: 


Title: President Title: 


Date: A bow 64 Date: 


Signature: 
Name: 
Title: 
Date: 


First Amendment to Clinical Assay Development and Feasibility Project Agreement 
Centocor Research & Development, Inc. 

Theranos, Inc. 

First Amendment Effective Date: December |, 2009 
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Presi 
st 


dent and 
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CEO 
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Second Amendment to Clinical Assay Development and Feasibility Project Agreement 
between Theranos, Inc. and Centocor Research & Development, Inc. 


This Second Amendment (the “Second Amendment’) is made effective as of January 1, 
2010 (the “Second Amendment Effective Date”) by and between Theranos, Inc., having a 
business address at 3200 Hillview, Palo Alto, CA 94303 (“Theranos”), and Centocor Research & 
Development, Inc., having a business address at 200 Great Valley Parkway, Malvern PA 19355, 
and its Affiliates (“Centocor’). 


WHEREAS, Centocor and Theranos previously entered into the Clinical Assay 
Development and Feasibility Project Agreement dated September 1, 2008 (as amended, the 
“Apreement”); and 


WHEREAS, Centocor and Theranos desire to amend the Agreement as of the Second 
Amendment Effective Date in order to (i) authorize the performance of certain additional work as 
part of the Project, and (11) provide for the payment of funds in support of such additional work; 


NOW THEREFORE, in consideration of the mutual promises contained herein and for other 
good and valuable consideration, the receipt and adequacy of which is hereby acknowledged, the 
parties hereto agree as follows: 


I. Capitalized terms set forth in this Second Amendment that are not specifically defined 
herein shall have the meaning ascribed to them in the Agreement. 


II. Exhibit A of the Agreement is hereby amended by adding the following language to the 
end of Exhibit A: 


“Theranos shall prepare and provide Centocor with a procedural manual (i) that explains 
step-by-step processes that the unit will need to follow, (1i) that contains any information 
regarding Troubleshooting, device and cartridge shipments, and any IT information that might be 
helpful, and (iii) that includes clear instructions regarding the TNSS questionnaire. 


The Clinicians Guide, the TNSS Survey, and the Patient Guide will be (as applicable) prepared 
and revised in accordance with the specifications below: 


Clinicians Guide: 
- The Clinicians Guide has some general information on data to enter and menu options. 
The Clinicians Guide shall be customized per Centocor’s instructions. 
- The Clinicians Guide, Page 18, references the running of a plasma/serum/venous blood 
sample. Theranos will clarify the following to Centocor’s satisfaction: is this something 
that is expected to be done? If not, why is it here, if yes, does the site know this? 


Second Amendment to Clinical Assay Development and Feasibility Project Agreement 

Centocor Research & Development, Inc. 

Theranos, Inc. ICD 252290 
Second Amendment Effective Date: January 1, 2010 
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Since Centocor does not use food diary, activity log or therapy options, these options 
should be removed from the Clinicians Guide or the Clinicians Guide should state in one 
sentence that these options will not be used. 

The Clinicians Guide should provide more text regarding the exact diary, as in line with 
the protocol (TNSS diary used by Atopic cohort only, at all scheduled timepoints for 
device use per protocol), and this section must be linked to the presentation on the TNSS. 
The Clinicians Guide should indicate that this is a survey that the subject should take and, 
therefore, such Guide should ensure this is clear for the clinicians. 

The Clinicians Guide should indicate very clearly how the communication plan with 
Theranos is expected to be managed, either through Theranos, through GCO or directly 
from site to Theranos. The Clinicians Guide must refer for appropriate contact to the 
study contact list (external vendors) and must ensure that the right people from Theranos 
are listed (in addition to Chelsea, the ‘Theranos IT representative should be listed). 


TNSS Survey (the “Survey’): 


The TNSS Survey will (i) state where language is being selected when the Survey is 
started; and (ii) indicate how to make an appropriate correction in case of mistakes. 
The above may need to be added to the Clinicians guide or to the Subject Guide. 


Patient Guide: 


Please refer this Guide as the ‘Subject Guide, rather than the ‘Patient Guide.’ 

Delete the pipette reference in the consumables section. 

Update the installation instructions to indicate clearly that the setup is not something the 
subject is expected to do! All is wireless so no activity is expected from the subject. In 
case the device is not functioning, the subject should call the site staff who will help the 
subject (either by contacting the Theranos helpdesk, or Theranos’ IT expert). 

Delete sections on internet and phone line. 

Indicate that the subject will be practicing a few times with the fingerstick running, while 
at the site, and under the supervision of the study nurse/lab technician. 

Include more information on the appropriate way to discard all materials after use, 
including the cartridge after it taken out of the device. 

Take out Food Diary, Activity log and therapy log. And add in much more information on 
the use of the TNSS survey, how to use in device, what to do when mistakes are made etc. 
Where does the subject enter their subject number, visitor, type of cartridge (A or B) in 
the device? 

Clarify whether there are steps to skip when the subject works the device from home only 
using 1 cartridge instead of 2 at the site. 

Include more guidance on how subjects should keep their cartridges in the refrigerator 
(fridge). Some home fridges are not very stable, more in the back placement might cause 
cartridges to freeze. Explain to subjects exactly how to go about avoiding any mishaps, 
and indicate also what to do if mishaps occur.” 

Theranos will be responsible for the translation of the approved Subject Guide into Dutch 


Second Amendment to Clinical Assay Development and Feasibility Project Agreement 

Centocor Research & Development, Inc. 

Theranos, Inc. ICD 252290 
Second Amendment Effective Date: January 1, 2010 
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IIL. Exhibit C of the Agreement is hereby amended by adding the following language to the 
end of Exhibit C: 


“Tn addition to the foregoing (and subject to the invoicing provisions and other terms of 
the Agreement), Centocor shall also provide funding in the amount of Five Thousand One 
Hundred Eighty United States Dollars ($5,180USD), upon execution of this Second 
Amendment. 


Such $5,180 payment constitutes full consideration for the work specified in this Second 
Amendment.” 


IV. All other terms and provisions of the Agreement shall remain in full force and effect. 


Signatures begin on the next page. 
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IN WITNESS WHEREOF, the parties hereto have caused this Second Amendment to be 


executed by their duly authorized representatives. 


CENTOCOR RESEARCH & 


DEVELOPMENT, INC, , ee THERANOS, INC. 
Signature: ae eH [ke Signature: 


Name: Susan BS Be if 0 r] Name: 
Title: 6 fo bal j 7 Ay le a ol. wie oe yy Title: 
Date: Date: 
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Centocor Research & Development, Inc. 

Theranos, Inc. 

Second Amendment Effective Date: January 1, 2010 


FOIA Confidential Treatment Requested by Theranos 
Fed. R. Crim. P. 6(e) material 


President and CEO _ 
5 February 2010 


ICD 252290 


THER-0905782 


E R-14337 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 10 of 295 


CLINICAL ASSAY DEVELOPMENT AND FEASABILITY PROJECT AGREEMENT 
FOR 
USE OF THERANOS SYSTEMS 


BETWEEN 
CENTOCOR RESEARCH AND DEVELOPMENT, INC. 
AND 


THERANOS, INC. 


Effective Date: September 1, 2008 


Expiration Date: September 1, 2010 
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This Clinical Assay Development and Feasibility Project Agreement (this “Agreement”) is effective as of 
September 1, 2008 (the “Effective Date”) by and between Centocor Research and Development, Inc., a 
Pennsylvania corporation with offices at 200 Great Valley Parkway, Malvern, PA 19355 and its Affiliates 
(“Centocor”), and Theranos, Inc., a Delaware corporation with offices at 3200 Hillview, Palo Alto, CA 94304 
(“Theranos”). 


WHEREAS, Centocor would like Theranos to provide, and Theranos would like to provide, clinical 
assay development Project and support for developing a clinical assay system and feasibility clinical study project 
(“Project”) for using the Theranos System (as defined herein) by Centocor to evaluate real-time PK/PD profiling 
in plasma samples obtained by Centocor for potential Phase I asthma studies of CNTO 5825, as further described 
in Exhibit A, all on the terms and conditions set forth in this Agreement. 


NOW, THEREFORE, in consideration of the foregoing and the mutual promises, covenants and 
agreements set forth below, and for other good and valuable consideration, the receipt and sufficiency of which 
the parties hereby acknowledge, the parties agree as follows: 


DEFINITIONS: 
The following terms shall have the meanings indicated when used in this Agreement or any amendment hereto: 


(a) “Affiliate” shall mean any company or entity that controls, is controlled by or is under common 
control with a given Party. 

(b) “TAPP” shall mean the Johnson & Johnson Worldwide Policies on Information Asset 
Protection, dated December 19, 2003, as revised fiom time to time and provided to Theranos. 

(c) “Cartridge” means Theranos provided devices comprising one or more analytical! chips 
containing biological fluid processing assay technology and assays to measure, among other matters, the 
concentration of specific analytes, including therapeutic compounds, proteins and/or biomarkers in a biological 
fluid sample, said Cartridge owned or controlled by Theranos or its Affiliates for which Theranos has rights to 
license or sublicense to Centocor solely for use according to the terms of this Agreement. 

(d) “Centocor Intellectual Property Rights” shail mean all retained and transferable legal rights 
covering Centocor Compound and Centocor Know How, and use thereof covered by Centocor or Affiliate owned, 
controlled or licensed patents, copyrights, trade secrets, know how, trademarks, moral rights, and other intellectual 
properly rights designated under the laws of jurisdictional governmental authority. 

(e) “Centocor Know How” shall mean all proprietary materials, reagents, protocols, and other 
information supplied by Centocor to Theranos for developing the Theranos System for use as a clinical assay 
system for evaluating the feasibility of using such a Theranos System for real-time PK/PD profiling in whole 
blood sampies obtained by Centocor for Phase I asthma studies of CNTO 5825, as further described in Exhibit A. 

(63) “Centocor Compound” means the Centocor provided biological compound designated as 
CNTO5825, owned or controlled by Centocor or its Affiliates and for which Centocor has rights to license or 
sublicense to Theranos soley for uses according to the terms of this Agreement. 

(g) “Centocor Confidential Information” shall mean (i) all scientific, technical, tradc or business 
information of Centocor which is provided by Centocor to Theranos and which is treated by Centocor as 
confidential or proprietary including, without limitation, compounds, materials, formulations, inventions, assay 
systems, formulae, procedures, data, methods, techniques, reports, know-how, and other proprictary ideas, 
whether or not protected under patent, trademark, copyright, or other legal principles of Centocor, (ii) the 
inventions, discoveries, methods, improvements and intellectual property owned by Centocor under Section 7 of 
this Agreement, regardless of the inventorship or source thereof, and (iil) any other confidential information about 
or belonging to Centocor’s Affiliates, customers, potential customers or others. Notwithstanding the foregoing, 
Centocor Confidential Information does not include information which (a) at the time of disclosure is published, 
known publicly or is otherwise in the public domain, (b) is at the time of disclosure or later becomes publicly 

. known under circumstances involving no breach of this Agreement, (c) is lawfully and in good faith made 
available to Theranos by a third party who did not derive it, directly or indirectly, from Centocor, or (d) is 
independently developed by Theranos without the aid, use or application of Centocor Confidential Information 
received hereunder; or (e) is required to be disclosed by law, provided that Theranos gives Centocor sufficient 
advance written notice to permit Centocor to seek a protective order with respect to such Confidential Information 
and thereafter discloses only the minimum Confidential Information required to be disclosed in order to comply. 


(h) “Centocor Materials” shall mean collectively, Centocor Compound, Centocor Know How, and 
Centocor Confidential Information. 
(i) “Participants” mean patients whose tissue samples are evaluated or measured using the 


Theranos System. 
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G) “Project” means the feasibility project set forth in Exhibit A hereto, which includes Part One 
(Part 1} for Theranos to develop using the Theranos System and Centocor Materials (as defined in Section 1(a)) a 
clinical assay system for feasibility testing by Centocor; and Part Two (Part 2) an optional feasibility study by 
Centocor using patient plasma samples obtained by Centocor to evaluate real-time PK/PD profiling for a 
preliminary Phase I study of CNTO 5825 in asthma, as further described in Exhibit A, excluding any 
continuations or extensions thereof or additions thereto unless otherwise specified in this Agreement or 
amendments thereto, 

(3) “Reader” means Theranos’s proprietary device capable of running Cartridges, extracting data 
from a Cartridge or other analytical device, transmitting data to a database hosied by Theranos, communicating 
with authorized parties and providing analytical information, said Reader owned or controlled by Theranos or its 
Affiliates for which Theranos has rights to license or sublicense to Centocor soley for use according to the terms 
of this Agreement. 

(a) “Software” means computer programs, object code and related materials, in machine readable 
or printed form, of Theranos and its licensors, as further described in Section 8(a), provided under this Agreement, 
including any upgrades or updates thereto that Theranos may provide from time to time, said Software owned or 
controlled by Theranos or its Affiliates for which Theranos has rights to license or sublicense to Centocor soley 
for use according to the terms of this Agreement. 

(m) “TOS” means Theranos’s ambulatory bioinformatics communication system, database, 
analytical engine, algorithms, hardware and methodologies, and related statistical and other analysis methods, data 
repositories and technologies, said T.OS owned or controlled by Theranos or its Affiliates for which Theranos has 
rights to license or sublicense to Centocor solely for use according to the terms of this Agreement. 

(n) “Theranos Confidential Information” shall mean all scientific, technical, trade or business 
information of Theranos which is provided by Theranos to Centocor and which is treated by Theranos as 
confidential or proprietary including, without limitation, compounds, materials, formulations, inventions, assay 
systems, formulae, procedures, data, methods, techniques, reports, know-how, and other proprietary ideas, 
whether or not protected under patent, trademark, copyright, or other legal principles of Theranos and any other 
confidential information about or belonging to Theranos’ Affiliates, customers, potential customers or others. 
Notwithstanding the foregoing, Theranos Confidential Information does not include information which (a) at the 
time of disclosure is published, known publicly or is otherwise in the public domain, (b) is at the time of 
disclosure or later becomes publicly known under circumstances involving no breach of this Agreement, (c) is 
lawfully and in good faith made available to Centocor by a third party who did not derive it, directly or indirectly, 
from Theranos, or (d) is independently developed by Centocor without the aid, use or application of Theranos 
Confidential Information received hereunder; or (e) is required to be disclosed by law, provided that Centocor 
gives Theranos sufficient advance written notice to permit Theranos to seek a protective order with respect to such 
Confidential Information and thereafter discloses only the minimum Confidential Information required to be 
disclosed in ordcr to comply. 

(0) “Theranos Intellectual Property Rights” shall mean all retained and transferable legal! rights 
covering any Theranos System or use thereof covered by Theranos or Affiliate owned, controlled or licensed 
patents, copyrights, trade secrets, know how, trademarks, moral rights, and other intellectual property rights 
designated under the laws of jurisdictional governmental authority. 

(p) “Theranos System” means, collectively, the clinical assay system developed for Centocor 
comprised of the T.OS, Reader(s), Cartridges, Software, related methods, training programs, Theranos monitoring 
and other Theranos support, and any other components developed by or for Theranos facilitating the operation of 
any of the foregoing, alone or in any combination, used by Centocor under the terms of this Agreement, said 
Theranos System owned or controlled by Theranos or its Affiliates for which Theranos has rights to license or 
sublicense to Centocor solely for use according to the terms of this Agreement. 

(q) “Users” means individuals, other than Participants, who are designated and authorized by 
Centocor to have access to and use the Theranos System and who are properly trained end users of the Theranos 
System according to the terms of this Agreement. 


1, SUPPLY OF PROJECT 


(a) During the first twelve months or less of the term of this Agreement, Theranos shal! use 
Centocor Compound, Centocor Know How and Centocor Confidential Information (collectively, “Centocor 
Materials”) to develop as a first part of the Project a ‘Theranos System (as defined herein) for use by Centocor to 
conduct feasibility testing using spiked plasma or whole blood samples. Subsequent to the first part of this 
development and feasibility testing, Centocor will elect at its sole option whether to use the developed Theranos 
System in a second part of the Project to further test the Theranos System for real-time PK/PD profiling of the 
Centocor CNTO 5825 product in whole blood samples obtained by Centocor, in Phase I asthma studies, as more 
particularly set forth in Exhibit A, attached hereto and incorporated hercin in accordance with this Agreement. 
Where Centocor provides Theranos with a purchase order number in association with the Project provided 
hereunder, Theranos shall include such purchase order number in aif documents and correspondence associated 
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with the delivery of such Project (including without limitation all invoices, delivery notices, advice nolices and 
certificates). 


(b) Theranos shall provide to Centocor monthly reports of the Project provided in the format 
reasonably requested by Centocor, ‘ 


(c) Centocor reserves the right to reject for any lawful reason whatsoever any of Theranos’s 
personnel assigned by Theranos to work on Project in connection with this Agreement. Theranos shal] as soon as 
possible thereafter provide a replacement reasonably satisfactory to Centocor. ‘Theranos shal! not, however, leave 
the position without staffing reasonably acceptable to Centocor during the replacement assessment period. 


(d) The parties agree that the relationship between Theranos and Centocor is not one of exclusivity. 


(e) Theranos will perform criminal background and credit checks on each of its employees assigned 
to perform duties in connection with the Project that require the handling of any form of money, including, 
without limitation, currency, money orders, bank notes and negotiable instruments, non-negotiable instruments, 
purchase orders, credit cards or other valuable property of Centocor or its Affiliates. Theranos will ensure that for 
any personnel assigned to perform duties in connection with the Project, the reports resulting from such checks 
will be reasonably satisfactory in accordance with Centocor’s reasonable requirements as provided to Theranos 
from time to time. 


(f) Theranos will request and reasonably reccive documents, data, records, and cooperation by 
Centocor in order to properly perform the Project, and Theranos is not responsible for errors, delays or other 
consequences arising from the failure of Centocor or its employees, agents or contractors to provide such 
documents, data, records or cooperation in a timely manner. Subject to the foregoing, in connection with the 
Project and to enable Theranos to perform the Project in as efficient a manner as possible, Centocor shall 
reasonably provide to Theranos such additional information and assistance as may be described herein and as may 
be reasonably requested by Theranos from time to time during the term of this Agreement, including, but not 
limited to, any additional information and assistance with respect to previous development activities performed by 
Centocor which may relate to the Project and which may provide guidance to Theranos in performing the Project. 


2 TRANSFER OF CENTOCOR COMPOUND, CENTOCOR KNOW HOW AND CENTOCOR 
CONFIDENTIAL INFORMATION 


(a) Centocor will supply, at no cost to Theranos, sufficient quantities of the Centocor Compound, Centocor 
Know How, and Centocor Confidential Information (collectively “Centocor Materials”) sufficient to allow 
Theranos to perform the Project. The Centocor Materials are to be used in confidence by Theranos only in 
Theranos’s laboratories salely for purposes of performing the Project. The Centocor Compound shall not be used 
by Theranos in any human subjects. Theranos shall use the Centocor Materials in accordance with all applicable 
laws, regulations, and government guidelines, including those set forth by the National Institutes of Health (NIH), 
U.S. Department of Agriculture (USDA) or other governmental agencies regarding the use of like materials. 
Notwithstanding anything to the contrary in this Agreement, Theranos agrees that any information that it discloses 
hereunder will not include any personally identifiable information or any “Protected Health Information” (“PHI”) 
as defined in 45 C.F.R. Section 164.501. The Centocor Material shall not be used in research that is subject to 
consulting or license obligations with any party other than Centocor. Theranos will not transfer Centocor Material 
to any person outside of Theranos’s laboratory where the Project is performed, and will limit access to the 
Centocor Material to those Theranos employees in such laboratory who have a need to use the Centocor Material 
for purposes of the Project. Centocor shall not sell or otherwise transfer Centocor Material to any third party. 


(b) No rights, express or implied, are granted to Theranos under any Centocor Intelletual Property Rights 
relating to the Centocor Material that are presently or hereafter owned or controlled by Centocor and/or its 
Affiliates, except as otherwise provided in Section 7(j) below. Theranos acknowledges and agrees that, except as 
otherwise expressly provided herein: the Centocor Material is proprietary to Centocor and its Affiliates; Centocor 
and its Affiliates shall retain all right, title and interest in and to the Centocor Materials and Centocor Intellectual 
Property Rights; and Centocor remains free to distribute and/or license the Centocor Material to others, at 
Centocor’s discretion. 


(c) For the avoidance of doubt, the term ““Centocor Materials” shall include, but is not limited to, any form or 
formulation of the Centocor Compound. Theranos will not make any derivative or modification of the Centocor 
Compound. Theranos will not attempt to determine the structure or properties of any Centocor Compound, or 
perform any experiments with any Centocor Compound, except as expressly required for performance of the 
Project. All data or information obtained by Theranos relating to the chemical! or physical properties of Centocor 
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Compound shall be assigned to Centocor or its Affiliate and shall be treated as Centocor’s Confidential 
Information by Therancs. 


3. TERM; TERMINATION 


(a) This Agreement shall be effective for a two (2) year term from the Effective Date through 
September 1, 2010, unfess sooner terminated as provided herein or mutually extended by both parties. 


(b) Either party may terminate this Agreement at any time if the other party is in default of its 
material obligations hereunder and such default is not cured within thirty (30) days after the defaulting party 
receives written notice thereof from the party seeking to terminate this Agreement; provided however, there shall 
be no cure period for a material breach that (i) is the result of gross negligence or willful misconduct, (ii) cannot 
reasonably be cured, in the reasonable opinion of the parly seeking termination of the breach, or (iii) results in 
irreparable or continuing harm to the party seeking to terminate this Agreement. Notwithstanding any termination 
of this Agreement as a result of a breach by the other party, the terminating party shall be entitled, in accordance 
with applicable law and this Agreement, to recover all damages sustained by it as a result of the other party’s 
breach, subject to Section 14 below. 


(c) Centocor may terminate this Agreement at any time wilh or withoul cause upon ninety (90) days 
written notice to Theranos. In the event of such termination, (i) Theranos shall comply with any reasonable 
directions given by Centocor regarding the Centocor Materials or Confidential Information of Centocor in such 
notice and (ii) Centocor shall pay Theranos within thirty (30) days of the effective date of termination under this 
Section 3(c) (A) ten percent (10%) of the total amount due under this Agreement to compensate Theranos for its 
wind-down activities, and (B) any additional amounts owed, but not yet paid for work performed and expenses 
incurred prior to the effective date of termination, as well as any incidental or out-of-pocket costs incurred by 
Theranos in connection with the Project, including, without limitation, non-cancellable commitments attributable 
to the termination of this Agreement. 


(d) Within thirty 30) days from the effective date of any termination of this Agreement as provided 
herein, the parties shall cooperate with each other and use all commercially reasonable efforts to effect a smooth 
transition process. Such cooperation shall include, but not be limited to Theranos providing to Centocor, in the 
format reasonably requested by Centocor, all Centocor Materials, including any work-in-progress, co-developed 
intellectual property and Confidential Information of Centocor, as defined in Section 7, prepared pursuant to this 
Agreement. Such cooperation shal! further include Centocor’s returning to Theranos all Theranos property in ils 
possession or control, including: (a) all Confidential Information of Theranos; (b) all Devices (as provided in 
Section 9(d) below) and Client Accessible Software (as defined below in Section 8(a)) provided to Centocor, 
Participants, and/or Users under this Agreement; and (c) all authorization codes providing Participants and/or 
Users with access to the Theranos System; unless, in each case, otherwise provided in writing. In addition, 
Centocor shal! ensure that all relevant Participants, Users and other Centocor employees and consultants cease 
using the Theranos System immediately following any such termination of this Agreement. 


(e) Any expiration or termination of this Agreement shall not release any party from any liability 
which at such time had already accrued or thereafter accrues from a breach or default prior to such expiration or 
termination nor affect the survival of any right, duty or obligation of any party that is expressly stated to survive 
termination or expiration of this Agreement. The following Sections of this Agreement shall survive termination 
or expiration of this Agreement: 2, 3(b), 3(c), 3(d), 3(e), 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 18, 19, 20, 21, 22, 
23, 24, 25, and 26. 


4. CHANGES TO PROJECT 


(a) Theranos may introduce changes to the Project provided that Thcranos obtains the written 
approval from Centocor for all such changes prior to implementing any such changes. 


(b) Theranos shall prepare a change order in the form substantially of that in Exhibit B attached 
hereto for any proposed changes to the Project and shall send such change order to Centocor for written approval 
prior to Theranos implementing any such changes. The change order shalf set forth in detail the effect (if any) of 
the changes on the Project with respect to quality, price, timing and function. 


(c) Centocor shall be entitled to introduce changes to the Project at any time by providing written 
notice of such changes to Theranos. If such changes have an effect on quality, price or function, Theranos shall 
prepare a change order as stated in 4(b) above within thirty (30) business days of receipt of Centocor’s change 
notice. 
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(d) If achange order provided pursuant to Section 4(b) or 4(c) above reflects a change in quality, 
price, timing or function nol reasonably satisfactory to Centocor, Centocor shall have the option to revert to the 
Project in effect at such time or seek any changes that are mutually acceptable to both parties. 


(d) Except as provided in this Section, no order, statement or conduct of Centocor shall be 
considered to be a change in the Project or entitle Theranos to any type of equitable adjustment. 


5. PRICE AND PAYMENT 


(a) The pricing for the Project and level of reimbursements Centocor shall make for approved 
expenses shall be as set forth in Exhibit C attached hereto. 


(b) Theranos shall invoice Centocor in accordance with the schedule set forth in Exhibit C attached 
hereto. Unless Centocor otherwise informs Theranos, Theranos shall include on all invoices a reference to the 
purchase order number associated with this Agreement, a description of the Project to which the invoice relates, 
and the correct price. Theranos shall provide Centocor with invoices in the manner instructed by Centocor. 
Theranos shall not issue, and Centocor shall not pay, any invoices prior to both parties executing this Agreement, 
Centocor issuing a purchase order to Theranos for the Project (which such purchase order shall be issued no later 
than fifteen (15) days following the execution of this Agreement), and Theranos meeting the applicable 
milestone(s) and providing the applicable deliverable(s) to Centocor. Centocor shall pay all undisputed invoices 
within forty-five (45) days after receipt of such appropriately submitted invoices. All invoices not paid in forty- 
five (45) days shall incur interest at the rate of 1.5% per month unti! paid in full. All such interest shall be due and 
payable on demand. Invoices shall be sent to: Johnson & Johnson Shared Services, P.O. Box 16540, New 
Brunswick, NJ 08906-6540. Copies of all invoices shall be sent to Gary Toedter, Ph.D. at: Centocor Research & 
Development, Inc., 145 King of Prussia Road, Radnor, PA 19087. All invoices must reference a valid Centocor 
Purchase Order (PO) number. Centocor reserves the right to return to Theranos unprocessed and unpaid any 
invoice that does not reference such a PO number. All payments to Company shall be made by check payable to 
“Theranos, Inc.” Payments will be sent to the attention of President at the address referenced below. 
Notwithstanding the foregoing, Centocor may contest any invoice or portion thereof if it reasonably believes that 
the charges reflected therein are inappropriate or questionable (paying all charges that are appropriate) and, once 
the matter is resolved, Centocor shall pay the appropriate charges within fifteen (15) days thereafter. In addition, 
in the event of early termination of this Agreement, financial accounting of all costs incurred and all funds 
received by Company hereunder together with a check for the amount of any unexpended balance, if any, shall be 
submitted to Centocor upon request. 


(c) If Centocor delays or suspends the Project for more than thirty (30) days due to no fault of 
Theranos, and Centocor requests that Theranos staff continue to be assigned to the Project during the period of 
such delay or suspension, {i) Centocor will pay to Theranos all amounts due and payable through the date of such 
delay or suspension, and (ii) a monthly Project fee for personnel and other expenses incurred will be charged, in 
an amount and schedule reasonably determined by Theranos consistent with Theranos’s general practices for 
calculation of such monthly scrvice fees. Such delay shall fast no longer than three (3) months, after which time 
Theranos shall have the right to terminate this Agreement or amend the pricing for the Project, upon written notice 
to Centocor. 


(d) Except for charges expressly set forth in Exhibit C attached hereto or specified in this 
Agreement, Centocor shal! not be responsible for any other charges or expenses of Theranos or any mark-ups on 
any expenses of Theranos, unless expressly stated in an amendment to this Agreement signed by the parties or a 
result of a change order approved in accordance with Section 4 above. 


6. WARRANTIES 
(a) Theranos represents and warrants the following: 


@ The Project shall be in accordance with and conform to the terms of this Agreement 
and any applicable industry standards and practices; 


(6) The Project shali be provided by qualified personnel reasonably skilled and trained in 
the performance of the Project and in a workmanlike and professional manner, all in conformance with that level 
of care and skill ordinarily exercised by other professional companies of a similar size and in similar 
circumstances to Theranos; 
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(iii) Theranos, in the performance of the Project, shall not intentionally infringe or 
misappropriate any party’s Intellectual Property Rights and any party’s Confidential Information as defined in 
Section 7 herein below; 


(iv) Theranos shall comply in all material respects with, and the Project shall be in material 
compliance with, all federal, state and municipal statutes, laws, ordinances and regulations, including, without 
limitation, those relating to the environment, occupational safety and health administration, labor standards, and 
any permits, licenses and certifications Theranos is required to have, governing the Project and deliverables 
provided; 


Ww) The Project, including the deliverables produced under this Agreement and any 
ancillary activities related to the Project will comply with the IAPP, except as otherwise agreed to in writing by 
the parties. If Theranos fails to comply with any revisions to the IAPP within thirty (30) days of Theranos’s 
receipt of same or provide other acceptable assurances of equivalent protection, in Centocor’s sole discretion, 
Centocor may immediately terminate this Agreement by written notice to Theranos, and such termination shall be 
deemed a termination under Section 3(c); and 


(vi) Theranos and its employees are not subject to exclusion or debarment by the U.S. Food 
and Drug Administration (“FDA”) or any other federal or state law which would preclude Theranos or its 
employees from providing the Project or Theranos from contracting for the Project; and 


(vil) Theranos shall comply with Centocor’s policy of Employment of Young Peuple as 
follows: 


This policy applies to the employment by Theranos of persons under the 
age of 18 (“Young Persons”) in the manufacture of any product, or any 
component of any product, or to any Project provided to Centocor or an 
Affiliate of Centocor worldwide. 


1) Age, Health & Safety -- No person under the age of 16 shall be 
employed. No person between the ages of 16 and 18 shall be employed 
unless such employment is in compliance with the health, safety and 
morals provisions of the International Labour Organization Convention 
138 Concerning Minimum Age. 

2) Hours —- No Young Person shail be required to work more than 48 
hours of regularly scheduled time and 12 hours of overtime per week, nor 
more than six days per week. 

3) Law & Regulations - No Young Person shall be employed unless such 
employment is in compliance with ail applicable laws and regulations 
concerning age, hours, compensation, health and safety. 


(b) Without limiting any other rights Centocor may have, and subject to Centocor’s compliance 
with Section 1(f) hereof, Centocor reserves the right to refuse any Project if Theranos does not, or the Project does 
not, conform to the foregoing. Acceptance of any part of the Project shall not bind Centocor to accept any non- 
conforming Project simultancously provided by Theranos, nor deprive Centocor of the right to reject any previous 
or future non-conforming Project. 


(c) Centocor represents, warrants and covenants that it has obtained, and shall continue during the 
term of this Agreement to obtain, all necessary consents to be able to provide Participant Data (as defined below 
in Section 7(i)) to Theranos and to permit Theranos to use such Participant Data for all purposes specified in this 
Agreement. 


(d) EXCEPT AS OTHERWISE EXPRESSLY SET FORTH IN THIS AGREEMENT, 
THERANOS MAKES NO REPRESENTATIONS OR WARRANTIES OF ANY KIND, EITHER EXPRESS OR 
IMPLIED, WITH RESPECT TO THE PROJECT OR THE THERANOS SYSTEM (OR ANY PART THEREOF) 
OR ANY ITEMS OR WORK PRODUCT PROVIDED UNDER THIS AGREEMENT, INCLUDING 
WARRANTIES OF MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE, VALIDITY OF 
ANY INTELLECTUAL PROPERTY OF THERANOS OR NONINFRINGEMENT OF ANY INTELLECTUAL 
PROPERTY RIGHTS OF THIRD PARTIES. 
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(e) Centocor acknowledges that Theranos makes no representation or warranty that Centocor’s 
pharmaceutical, biologic, or medical device products (including any Centocor Compound) tested in connection 
with the Project can, cithcr during the term of this Agreement or thereafter, be successfully developed or, ifso 
developed, will receive the required approval by the FDA or other applicable regulatory body. 


7. CONFIDENTIAL INFORMATION; INTELLECTUAL PROPERTY 


Confidential Information 


(a) As used herein, “Confidentia! Information” shall include all information given to one party (the 
“Receiving Party”) by the other party (the “Disclosing Party”), or otherwise acquired, or generated by the 
Receiving Party, in connection with this Agreement, relating to the Disclosing Party or any of its Affiliates or 
their respective businesses or employees, including, without limitation, (i) information regarding any of the 
products, costs, productivity or technological advances of the Disclosing Party or any of its Affiliates, (ii) 
information that identifies or could reasonably be used to identify an individual, and (iii) the terms of this 
agreement; except for the avoidance of doubt, each party shall be deemed the Receiving Party of all inventions, 
discoveries, methods, improvements, and intellectual property owned by the other party under this Section 7, 
regardless of the inventorship of source thereof. 


(b) Notwithstanding the foregaing, “Confidential Information” does not include the following 
information: (i) information that is or was independently devcloped by the Receiving Party outside the scope of 
any agreement between Theranos and Centocor or its Affiliates and without use of any other Confidential 
Information, (ii) information that is or was received from a third party that did not have, to the Receiving Party’s 
knowledge, any confidentiality or other similar obligation to the Disclosing Party or its Affiliates with respect to 
such information; or (iii) information that is or becomes a part of the public domain through no fault of the 
Receiving Party, its employees, representatives or agents. 


(c) The Receiving Party shall not (i) use, reproduce, sell, assign, lease or otherwise dispose of 
Disclosing Party’s Confidential Information for any purpose other than to the extent necessary and contemplated 
in conncction with the performance of its obligations or the exercise of its rights under this Agreement, (ii) 
disclose or commercially exploit the Confidential Information to any third party, including Affiliates, without the 
prior written approval of the Disclosing Party, (iii) transfer, download or delete Confidential Information accessed 
on Disclosing Party’s computer systems or (iv) allow employees or agents of Receiving Party having access to the 
Confidential Information to store such in their homes. Notwithstanding the foregoing, the Receiving Party may 
disclose Confidential Information to the extent such information is required to be disclosed by law, including, 
without limitation, pursuant to a subpoena; provided the Receiving Party promptly (within 5 days of receipt) 
notifies the Disclosing Party in writing of such requirement prior to any disclosure to allow the Disclosing Party to 
seek a protective order or similar relief in the Disclosing Party's sole and absolute discretion. 


(d) The Receiving Party shall (i) establish and maintain technical and organizational measures to 
protect Disclosing Party’s Confidential Information against accidental! or unlawful destruction, loss or alteration, 
or unauthorized disclosure, transfer, collection, use, storage, deletion or access by meeting or exceeding the 
requirements of the IAPP or by providing equivalent protection as otherwise agreed to in writing by the parties, 
(ii) restrict disclosure of the Confidential Information to its employees, consultants, agents and representatives 
who have a need to know such information and shall take appropriate action by instruction, agreement or 
otherwise with such parties who are permitted access to the Confidential Information to notify them of the 
obligations hereunder and be responsible for any actions of such parties that would be in breach of this Agreement 
as if done by Receiving Party and (iii) return or destroy, as requested by the Disclosing Party, all Disclosing 
Party’s Confidential Information (originals and copies) upon the Disclosing Party’s request, but in any event no 
later than upon termination of this Agreement. 


(e) Receiving Party shall immediately notify Disclosing Party (i) upon learning of an accidental! or 
intentional breach of security affecting, or any unlawful or unauthorized use or disclosure relating to, the 
Disclosing Party’s Confidential Information and (ii) of any change that is made with respect lo the organizational 
or technical measures taken to protect Disclosing Party’s Confidential Information that could materially impact 
the controls and/or standards of protection previously specified or approved by Centocor per the [APP or 
otherwise. 


(f) In the event Receiving Party sends a notification under Section 7(e){i) above, Receiving Party 
shall also immediately investigate and remediate the effects of the breach or unlawful or unauthorized use or 
disclosure. In the event Receiving Party sends a notification under Section 7(¢){ii) above and if Disclosing Party 
reasonably determines that such change shall materially lower or lessen the existing protection of the Confidential 
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Information, Disclosing Party shall have the right to immediately terminate this Agreement by written notice to 
the Receiving Party. 


(g) Neither party shall disclose the terms of this Agreement to any third party withoul the other 
party’s prior written approval, except to its employees, advisors (including financial advisors, attorneys and 
accountants), potential and existing investors, potential acquirers and others on a need to know basis, in each case 
under circumstances that reasonably protect the confidentiality thereof. Such obligation shall not apply to 
disclosures which either party is required by law to make, provided that the disclosing party shall notify the other 
party of any such disclosure prior to such disclosure and will use commercially reasonable efforts to secure 
confidential treatment of this Agreement or such terms required to be disclosed. Neither party shall use the name, 
logos, trademarks or service marks of the other party in any publicity, advertising or disseminated information 
without such other party’s prior written approval, except that Theranos may list Centocor as a client of Theranos. 


Intellectual Property 


(h) No right, title, interest or license to the Receiving Party is either granted or implied under any 
Intellectual Property Rights by the disclosure of the Confidential Information hereunder. The Receiving Party 
acknowledges that the Disclosing Party is the exclusive owner of and has all rights to its Confidential Information, 
including all Intellectual Property Rights therein. 


q@ As between Centocor and Theranos and to the extent permitted by law, (a) all data regarding 
Participants in a Project (“Participant Data”), (b) all inventions, methods, discoveries and other proprietary 
information directed to the Centocor Compound (including, the composition of matter, method of manufacture or 
use thereof) and their applications and (c) all inventions, methods, discoveries and other proprietary information 
directed to biomarkers correlated with the Centocor Compound or the indication for which such Centocor 
Compound is being administered in the applicable Project (“Centocor Biomarkers”) are and shall remain the sole 
and exclusive property of Centocor and shall be maintained as Confidential Information of Centocor, subject to 
the terms of this Agreement. . 


@ Centocor hereby grants to Theranos a non-exclusive license under any intellectual property 
tights owned or controlled by Centocor relating to the Centocor Materials that may be necessary or useful in 
connection with Theranos’s performance of the Project in accordance with and during the term of this Agreement. 


(k) Centocor hereby grants to Theranos a non-exclusive, worldwide, irrevocable license, with the 
right to grant and authorize sublicenses, to Centocor Biomarkers for use in the Theranos System and to make, 
have made, use, sell, offer to scll and import Cartridges containing assays for detecting and/or measuring such 
Centocor Biomarkers, individually or in combination with other biomarkers or analytes. In addition, for clarity, 
the parties agree and acknowledge that nothing in this Agreement shall be deemed to prevent or restrict the use by 
Theranos or its Affiliates, directly or in collaboration with any third party, of any analytes or biomarkers other 
than Centoccr Biomarkers, and Theranos may during the term of this Agreement and thereafter use and disclose 
such analytes or biomarkers, individually or in combination, for any purpose, provided that such analytes or other 
biomarkers are not claimed in any patent or patent application owned by Centocor or its Affiliates. 


(0) As between Centocor and Theranos, all inventions, methods, discoveries, improvements and 
other proprietary information developed in connection with or as a result of the Project during the term of this 
Agreement and thereafter, whether by Centocor or Theranos, or by the parties jointly, directed to any part or the 
whole of the Theranos System or any improvements thereto, including, without limitation, the T.OS analytical 
engine and the algorithms therein, as well as any Cartridges customized for use in connection with a Project 
subject to Centocor’s right in and to Centocor Compounds or (b) the generation of assays for use in conjunction 
with the Theranos System, shall be the sole and exclusive property of Theranos. Centocor shail promptly disclose 
to Theranos in writing any inventions, methods, discoveries and other proprietary information described in the 
preceding sentence and/or in Section 6(m) below, and Centocor hereby assigns to Theranes any right, title or 
interest it may have in such inventions, methods, discoveries and other proprietary information, including all 
intellectual property rights therein. 


(m) in addition, any and all inventions, discoveries and other proprietary information generated in 
the course of performance of the Project, or otherwise in the performance of activities under this Agreement, 
directed to: (a) any Assays generated in the course of the Project; (b) any Cartridges containing a Theranos Assay 
(as defined below) customized for use in connection with Centocor Compounds, subject to Centocor’s right in and 
to Centocor Compounds; (c) processes and techniques for the development of Assays and/or assays for use in 
conjunction with the Theranos System and/or any improvements thereto (collectively, “Theranos Processes”); 
and/or (d) any analytes or other biomarkers first identified in the course of performance of the Project (other than 
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any analytes or other biomarkers claimed in any patent or patent application filed prior to the effective date of this 
Agreement), shall be the sole and exclusive property of Theranos (‘Additional Theranos Inventions”) and shall be 
maintained as Confidential Information of Theranos. For purposes of this Agreement, ““Theranos Assay” means 
the method for detecting an analyte or multiplexed set of analytes and/or measuring its or their concentration in a 
matrix, including, without limitation, human blood. 


(n) Upon full payment by Centocor of the fees due under this Agreement, Theranos shall grant to 
Centocor an exclusive license under the Additional Theranos Inventions directed to any Assays for Centocor 
Compound generated as a result of the performance of the Project. This exclusive license shall be solely for the 
specific purpose of using Theranos Systems containing such Assay on Cartridges for real-time PK(V/PD) 
monitoring at the price specified in this Agreement. Centocor shall be prohibited from providing Theranos 
Processes or Theranos Assays to any third party or Affiliate for the purpose of supplying or reproducing such 
Assays, except as may be permitted pursuant to an agreement signed by Cenlocor and Theranos, 


(0) At Theranos’s request, Centocor shall provide to Theranos any data regarding the use, 
functionality or operation of the Cartridges, Readers or any other aspect of the Theranos System generated in 
connection with this Agreement. Notwithstanding anything to the contrary in this Agreement, Theranos shall 
have the right to use and disclose any data described in the preceding sentence to further develop, use, make, have 
made, sell, market or otherwise exploit any aspect of the Theranos System during the term of this Agreement and 
thereafter, including, without limitation, in connection with any regulatory filing for the Theranos System or any 
component thereof. 


(p) Upon Centocor’s request at any time, Theranos shall provide to Centocor all material, data and 
work-in-progress in connection with the Project. Centocor’s use of such material and data shall be subject to the 
licenses granted hereunder. 


(q) The parties hereto stipulate and agree that a breach of any of the provisions of this Section 7 
could have a material and adverse effect upon the other party, damages arising from such breach may be difficult 
to ascertain and, without limiting any other right or remedy, equitable relief, including injunctions and specific 
performance, shall be available without bond or other requirement. 


8. ACCESS TO SOFTWARE AND USE OF THE T.OS 


(a) In support of the Project, Theranos may make available to Centocor certain Software as a parl of 
the T.OS. Such Software may include, without limitation, (a) Software installed on Readers (“Firmware”) and 
(b) online or offline software Project or products related to the T.OS which may be accessed through the Readers 
or at a designated website or IP address, disc, programs or other designated location (“Client Accessible 
Software”). 


(b) Theranos hereby grants to Centocor a non-exclusive, non-transferable, non-sub-licensable 
license to use Firmware as incorporated into, and solely for use in connection with, Readers by Participants and 
Centocor employees and otherwise in accordance with the terms of this Agreement, and only for the term of the 
Project for which such Firmware is made available. 


(c) Theranos hereby grants to Centocor a non-exclusive, non-transferable, non-sub-licensable 
license to use the Client Accessible Software for the purpose for which it is made available to Centocor and 
otherwise in accordance with the terms of this Agreement, and only for the term of the particular Project for which 
such Client Accessible Software is made available under the applicable Agreement. Centocor shall not allow 
access to the Client Accessible Software by more than the number of concurrent Users indicated in such 
Agreement. 


(d) Centocor hereby grants to Theranos the perpetual, irrevocable, worldwide, royalty-free, and 
non-exclusive license to integrate, use and disclose in the T.OS data provided under, related to or generated in 
connection with this Agreement for use in the T.OS analytical engine to the extent permitted by law, provided that 
Theranos does not disclose, and any resulting analyses do not contain, any personally identifying information 
regarding individual Participants or any information identifying Centocor or Centocor Compounds, except in 
connection with the provision of any Project to Centocor under this Agreement. 


(e) Theranos and its licensors shall at all times retain sole and exclusive ownership of all Software 
and, as between the parties, all Software is Confidential Information of Theranos. Centocor shail use 
commercially reasonable efforts to prevent unauthorized access to, or use of, the Software, and notify Theranos 
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promptly of any such unauthorized use. Centocor shall not: (a) disassemble, decompile or otherwise reverse 
engineer the Software, (b) modify, copy, sell, rent, transfer, reproduce or distribute the Soflware, except as 
specifically provided in an Agreement, (c) use the Software to provide processing Project to third parties or 
otherwise use the Software on a “service bureau” basis or (d) create Internet “Jinks” to or from the Software, or 
“frame” or “mirror” any of Centocor’s content which forms part of the Software. Centocor shall at all times 
comply with terms and conditions applicable to third party software provided with the Software. Theranos 
reserves all rights in the Software not expressly granted herein. 


9. USE OF DEVICES 


(a) In connection with the Project, Theranos may make available to Centocor certain equipment, 
including but not limited to Readers and Cartridges (collectively, the “Devices”). Each Device will be provided to 
Centocor upon the terms set forth in this Agreement. 


(b) Devices shall only be permitted to be used by (a) Centocor employees and Centocor Contractors 
and (b) Participants, Centocor agrees to take all reasonable steps to protect the Devices from theft or use contrary 
to the terms of this Agreement. Centocor agrees nol to disassemble or otherwise reverse engineer the Devices or 
any component thereof. Centocor is not authorized to sell, rent, transfer, license, or distribute the Devices, except 
as specifically provided in this Agreement. 


(c) Unless the Devices are purchased by Centocor pursuant to the agreement: (i) Theranos shail at 
all times retain ownership of the Devices, (ii) Centocor shall kecp the Devices frec of all sccurity interests, licns 
and other encuinbrances, (iii) Centocor assumes the entire risk of loss, damage, theft or destruction of the Devices 
while they are in the possession of Centocor and during transportation from Centocor’s premises (or other 
mutually agreed premises) and shall pay the full cost of any Devices not returned in accordance with Section 9(d), 
(iv) Centocor shall adequately insure the Devices against loss or damage while such Devices are in the possession 
or control of Centocor and (v) Centocor shall permit any authorized representative of Theranos to inspect the 
Devices, at any time prior to the return of such Devices in accordance with Section 9(d), at Centocor’s facilities or 
any other location at which the particular Project is being conducted. 


(d) Unless the Devices are purchased by Centocor pursuant to an agreement, no later than ten (10) 
days after the earlier of completion of the applicable Project or the date of termination of this Agreement, 
Centocor shall, at its own cost, return to Theranos the applicable Readers and Cartridges (other than Cartridges 
which have previously been consumed and properly disposed of), and Centocor shall furnish Theranos with a 
certificate signed by an executive officer of Centocor verifying that the same has been done. 


(e) In the event of such completion or termination, as applicable, Theranos shall have the right to 
enter Centocor’s premises for the purposes of repossessing such Devices, and Centocor hereby consents to such 
entry. Theranos shall be entitled to receive trom Centocor all collection costs, including attorneys’ fees, incurred 
in the enforcement of its rights under this Article 9. Such Devices shall be returned in as good a condition as 
when they were shipped to Centocor, ordinary wear and tear excepted. Unless otherwise provided in an 
Agreement, Centocor shall cause al! Participants to sign an agreement indicating they will return all Devices at the 
end of their participation in the applicable Project. 


10. CUSTOMER’S PREMISES 


(a) While on the premises of Centocor or any of its Affiliates (the “Premises”), Theranos shall 
comply with all rules and regulations communicated in writing by Centocor to Theranos while on and applicable 
to the Premises. Theranos shall be responsible for its employees and agents while on the Premises whether or not 
any actions fall outside the scope and course of employment or engagement by Theranos. Theranos shall ensure 
that its employees and agents proceed directly to the site of the work and do not enter any other part of the 
Premises. 


(b) Theranos agrees that Centocor or its Affiliate, as the case may be, may reasonably search 
Theranos’s employees and agents and their vehicies while on, leaving or entering the Premises. Centocor or its 
Affiliate, as the casc may be, may also reasonably scarch any packages of Theranos’s employees and agents at any 
time while on, leaving or entering the Premises. 


PAR-2008-0001 825 


FOIA Confidential Treatment Requested by Theranos THER-0905793 
Fed. R. Crim. P. 6(e) material 


E R-14348 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 21 of 295 


il. INDEMNIFICATION 


(a) Each party (each, in such capacity, the “indemnifying party”) shall defend, indemnify and hold 
harmless the other party, its Affiliates and its agents, and successors and permitted assigns thereof (each, in such 
capacity, the “indemnified parties”), against any and ail liability, claims, demands, damages, losses and expenses, 
including reasonable attorneys fees, in connection with or arising out of a claim by a third party based on (i) a 
material breach of this Agreement, or (ii) the negligence or willful misconduct in connection with this Agreement 
by the indemnifying party or its consultants, agents or representatives. 


(b) Centocor (in such capacity, the “‘indemnifying party”) shall defend, indemnify and hold 
harmless Theranos, its Affiliates, and their respective employees, officers, directors, independent contractors, 
stockholders and agents (each, in such capacity, the “indemnified parties”) against any and all liability, claims, 
demands, damages, losses and expenses, including reasonable attorneys fees, in connection with or arising out of a 
claim by a third party based on (i) the conduct of a Project or the use by Centocor or its Affiliates of the results of 
a Project, or (ii) the development, manufacture, use, sale, offer for sale, marketing or testing of any product or 
service that relates to such results by or under the authority of Centocor (including any personal injury or property 
damage related thereto); except, Centocor shall have no obligation to defend any indemnified parties against any 
liability, claims, demands, damages, losses, and/or expenses arising from or in connection with the negligence or 
willful misconduct of any of the indemnified parties. 


(c) The indemnified parties shall give the indemnifying party prompt written notice of any matter 
upon which the indemnified parties intend to base a claim for indemnification (an “Indemnity Claim”) under this 
Section 11 and the indemnified parties shall have the right to participate jointly with the indemnifying parties in 
the indemnified parties’ defense, settlement or other disposition of any Indemnity Claim, provided that, except as 
set forth in the following sentence, any such disposition shall be subject to the ultimate control of the indemnified 
parties. With respect to any Indemnity Claim relating solely to the payment of money damages and which could 
not result in the indemnified partics becoming subject to injunctive or other equitable relief or otherwise adversely 
affect the business of the indemnified parties in any manner, and as to which the indemnifying parties shall have 
acknowledged in writing the obligation to indemnify the indemnified parties hereunder, the indemnifying parties 
shall have the sole right to defend, settle or otherwise dispose of such Indemnity Claim, on such terms as the 
indemnifying parties, in its sole discretion, shall deem appropriate, provided that the indemnifying parties shall 
provide reasonable evidence of its ability to pay any damages claimed and with respect to any such settlement 
shall have obtained the written release of the indemnified partics from the Indemnity Claim. 


12. INSURANCE 


Theranos agrees to maintain in full force and effect during the term of this Agreement and for two years 
thereafter valid and collectible insurance policies in connection with its activities as contemplated hereby, which 
policies shall be in compliance with Exhibit D attached hereto. 


13. GOVERNING LAW; DISPUTE RESOLUTION 


(a) ‘This Agreement and all matters arising out of or relating to it shall be governed by, and 
construed in accordance with, the laws of the State of Delaware. 


(b) Subject to sub-section 13(c) below, any dispute, controversy or claim arising out of or related to 
this Agreement, or the interpretation, application, breach, termination or validity thereof, including any claim of 
inducement by fraud or otherwise that might arise between Centocor and Theranos relating to or arising from this 
Agreement or the Project that is unable to be resolved by the parties in accordance with sub-section 13(c) below, 
shall be settled by binding arbitration in accordance with the then prevailing Commercial Arbitration Rules of the 
American Arbitration Association (“AAA”), except where those rules conflict with this provision, in which case 
this provision controls. Arbitration shall be conducted before a single arbitrator selected from the AAA’s National 
Roster of Arbitrators. Each party shall have the right to meet and interview the potential arbitrator(s) for no more 
than one hour each prior to the selection of an arbitrator. The arbitration shall be held, and Centocor and Theranos 
irrevocably consent to arbitrate, in Wilmington, Delaware, unless they mutually agree upon an alternative 
location. The arbitration shall be conducted in English. In rendering the award the arbitrator must apply the 
substantive law of Delaware (except where that law conflicts with this clause); however, the interpretation and 
enforcement of this arbitration provision shall be governed by the Federal Arbitration Act. The arbitrator shall 
render a written opinion setting forth findings of fact and conciusions of law with the reasons therefore stated. 
Under no circumstances shall the arbitrator award damages in excess of or inconsistent with the limitations 
contained in the “Limitation of Liability” set out in Section 14 of this Agreement. Any court with jurisdiction 
shall enforce this clause and enter judgment on any award, Theranos and Centocor will agree upon, within 45 
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days after arbitration is initiated or, if the parties fail to agree, they will adhere to procedures designed by the 
AAA to insure that the arbitration will be concluded and the award rendered within no more than eight months 
from selection of the arbitrator. 


(c) Prior to initiation of arbitration, Centocor and Theranos shall first attempt to reach an amicable 
resolution. If after reasonable attempts to reach an amicable resolution the parties do not agree to a resolution 
stated in writing, the parties must then attempt and immediately request non-binding mediation to mediate their 
dispute in accordance with the procedures in effect of the CPR Institute for Dispute Resolution (CPR), except 
where that procedure conflicts with these provisions, in which case these provisions control. Within a period of 
45 days after the request for mediation, the parties agree to convene with the mediator, mutually selected by the 
parties or absent such agreement selected in accordance with selection procedures administered by the AAA, for 
at least one session to attempt to resolve the matter. Each party shall have the right to meet and interview the 
potential mediator(s) for no more than one hour each prior to the selection of a mediator. The mediation shall be 
conducted in Wilmington, Delaware, and shall be attended by a senior executive from each party with authority to 
resolve the dispute. In no event shall mediation delay commencement of arbitration for more than 45 days absent 
agreement of the parties or interfere with the availability of emergency relief. 


(d) The arbitration and mediation proceedings shall be confidential and neither party shal! publicize 
the nature of any dispute or the outcome of any mediation or arbitration proceedings except to the extent required 
by law or to the extent such party is permitted to disclose the Confidential Information of the other party in 
accordance with the terms of this Agreement, provided in the case of disclosure required by law, the party 
required to make any such disclosure informs the other party of such requirement to allow the other party to seek a 
protective order. The mediator or arbitrator, as the case may be, shall issue appropriate protective orders to 
safeguard cach party’s Confidential Information, 


(e) Centocor and Theranos each have the right before or during the mediation or arbitration to seek 
and obtain from the appropriate court provisional remedies such as attachment, an injunction, replevin, etc., to 
avoid irreparable harin, maintain the status quo or preserve the subject matter of the mediation or arbitration. 


14. LIMITATION OF LIABILITY 


NO PARTY TO THIS AGREEMENT SHALL BE RESPONSIBLE FOR (A) PUNITIVE, 
INCIDENTAL, SPECIAL, INDIRECT, EXEMPLARY, MULTIPLIED OR CONSEQUENTIAL DAMAGES OF 
THE OTHER PARTY, HOWEVER CAUSED, WHETHER IN CONTRACT, TORT OR UNDER ANY OTHER 
THEORY OF LIABILITY AND WHETHER OR NOT THE PARTY HAS BEEN ADVISED OF THE 
POSSIBILITY OF SUCH DAMAGES; (B) ANY LOST PROFITS, LOSS OF DATA, LOSS OF USE, COSTS 
F PROCUREMENT OF SUBSTITUTE GOODS OR PROJECT; (C) ANY ATTORNEYS’ FEES AND COSTS 
F THE OTHER PARTY; AND (D) ANY PREJUDGMENT INTEREST WITH RESPECT TO ANY DISPUTE 
ETWEEN THE PARTIES. IN NO EVENT SHALL EITHER PARTY’S AGGREGATE LIABILITY ARISING 
UT OF OR RELATED TO THIS AGREEMENT, WHETHER IN CONTRACT, TORT OR UNDER ANY 
THER THEORY OF LIABILITY, EXCEED THE TOTAL FEES PAID BY AND DUE FROM CUSTOMER 
EREUNDER, NOTWITHSTANDING TIIE FOREGOING, THE LIMITATIONS ON LIABILITY AND 
AMAGES IN THE PRECEDING SENTENCES SHALL NOT APPLY TO: (A) LIABILITY OR DAMAGES 
O THE EXTENT ARISING FROM A BREACH OF CONFIDENTIALITY OR FROM A PARTY’S GROSS 
EGLIGENCE OR INTENTIONAL MISCONDUCT; OR (2) LIMIT THE PARTIES’ INDEMNIFICATION 
BLIGATIONS UNDER SECTION II WITH RESPECT TO AMOUNTS OWING TO THIRD PARTIES. 


Umoowosd 
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15. FORCE MAJEURE 


If any party is prevented from performing any of its obligations hereunder due to any cause which is 
beyond the nonperforming party’s reasonable control, including fire, explosion, flood, or other acts of God; acts, 
regulations, or laws of any government; war, terrorist acts or civil commotion; strike, lock-out or labor 
disturbances; or failure of public utilities or common carriers (a “Force Majeure Event”), such nonperforming 
party shall not be liable for breach of this Agreement to the extent due io such Force Majeure Event. Such 
nonperformance will be excused for three months or as long as such event shall be continuing (whichever occurs 
sooner), provided that the nonperforming party gives immediate written notice to the other party (the “Non-Force 
Majeure Party”) of the Force Majeure Event (including its best estimate of the likely extent and duration of the 
interference with its activities) and that such nonpertorming party exercises all reasonable efforts to eliminate the 
Force Majeure Event to resume performance of its affected obligations as soon as practicable. 
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16. RELATIONSHIP OF THE PARTIES 


The relationship of the parties established by this Agreement is that of independent contractors, and 
nothing contained herein shall be construed to (i) give either party any right or authority to create or assume any 
obligation of any kind on behalf of the other or (ii) constitute the parties as partners, joint ventures, co-owners or 
otherwise as participants in a joint or common undertaking. 


17. SUBCONTRACTORS 


(a) Theranos (i) shall not subcontract any of its obligations hereunder, including to any Affiliate, 
without the prior written consent of Centocor and (ii) shall be responsible for ensuring that any permitted 
subcontractors comply with this Agreement and for all actions of such subcontractors in connection with this 
Agreement, including any actions that would be in breach of this Agreement if performed by Theranos. In 
addition, each such permitted subcontractor who performs work pursuant to this Agreement may be required to 
execute a copyright and invention ownership agreement in the form satisfactory to Centocor granting Centocor 
ownership rights as granted in this Agreement. 


(b) Pursuant to Public Law 95-507, the provisions at 48 Code of Federal Regulations 52.219-8 
(“Utilization of Small Business Concerns”) and 52.219-9 (“Small Business Subcontracting Plan”) are 
incorporated into any agreement in excess of $500,000, where applicable. This clause is aimed at maximizing 
opportunities for small, disadvantaged and women-owned businesses where appropriate and is intended for 
suppliers who offer further subcontracting opportunities. When Theranos is authorized, pursuant to Section 17(a) 
above, to subcontract any of its obligations hereunder and all other conditions exist, Thcranos agrees to use its 
best efforts to carry out this policy to the fullest extent consistent with its efficient performance of this Agreement. 


18. ASSIGNMENT — 


Neither party may assign, transfer or delegate any of its rights or obligations under this Agreement 
without the prior written consent of the other party and any attempt to do so shall be void; except that either party 
may assign its rights and obligations hereunder., without the consent of the other party, to any of its Affiliates or 
to a third party that succeeds to all or substantially all of such party's business or assets relating to this Agreement 
whether by sale, merger, operation of law or otherwise. Subject to the foregoing sentence, this Agreement shail 
bind and inure to the bencfit of the parties hereto and their respective successors and permitted assigns. 


1. AUDIT 


(a) During the term of this Agreement, and for a period of four (4) years following any termination 
or expiration of this Agreement, Theranos agrees to make, keep and maintain, in accordance with generally 
accepted accounting principles and practices, consistently applied from year to year, complete books, invoices, 
records of payments, purchase orders, tax returns, and memoranda relating to this Agreement, the Project and 
deliverables provided hereunder, including, without limitation, the internal policies and procedures, practices, 
books, and records demonstrating compliance with all policics and requirements stated herein. Centocor shali 
have the right to audit and/or examine all such items and Theranos’s information systems and privacy and security 
procedures, either directly or through its authorized representative or agents, during regular business hours and 
upon reasonable prior notice to determine Theranos’s compliance with this Agreement. Theranos shall also, 
within ten (10) days of Centocor’s written request, provide annual certifications of Theranos’s compliance with 
the policies and obligations set forth in this Agreement. 


(b) If any audit or examination reveals that Theranos collected more from Centocor than it was 
entitled to collect under this Agreement, Theranos shall promptly reimburse Centocor for the amount of any 
overcharges. Theranos shall also pay Centocor interest at the rate of one percent (1%) per month on such amount, 
but in no event to exceed the highest lawful rate of interest, calculated from the date the amount was paid to the 
Theranos until the date of actual reimbursement to Centocor. In the event that any such audit or examination 
reveals that Theranos collected more than five percent (5%) than what it was entitled to collect under this 
Agreement, Theranos shall also reimburse Centocor for the reasonable cost of such audit in addition to the other 
amount owed pursuant to this Section. © 


20. HEADINGS 


The headings used herein have been inserted for convenience only and shail not affect the interpretation 
of this Agreement. 
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21. WAIVER 


The failure of cither party to enforce at any time for any period any provision hereof shall not be 
construed to be a waiver of such provision or of the right of such party thereafter to enforce each such provision, 
nor shall any single or partial exercise of any right or remedy hereunder preclude any other or further exercise 
thereof or the exercise of any other right or remedy. 


22. SEVERABILITY 


Any term or provision of this Agreement which is invalid or unenforceable in any jurisdiction shall, to 
the extent the economic benefits conferred by such to both parties remain substantially unimpaired, be ineffective 
to the extent of such invalidity or unenforceability without rendering invalid or unenforceable the remaining terms 
and provisions or affecting the validity or enforceability of any of such terms or provisions in any other 
jurisdiction, if the essential provisions of this Agreement for each party remain valid, binding and enforceable. 


23. THIRD PARTY BENEFICIARIES 


This Agreement is intended solely for the benefit of the parties hereto and their respective successors and 
permitted assigns, and it is not the intention of the parties to confer third-party beneficiary rights upon any other 
party. 


24, NOTICES 


To be effective, all notices and other communications shall be in writing and delivered personally or 
mailed by overnight U.S. mail, postage prepaid, or by certified or registered U.S. mail, return receipt requested, 
postage prepaid, or sent by Federal Express or another nationally recognized courier service (billed to sender), to 
the parties at the following addresses or to such other place as a party may designate by written notice to the other: 


If to Theranos: 


Theranos, Inc. 

3200 Hillview 

Palo Alto, CA 94304 

Attn: Dr. Marc Thibonnier 


If to Centocor: 


V.P. Patent Law 

Centocor Research & Development, Inc. 
145 King of Prussia Road 

Radnor, PA 

Attn: Ken Dow 


All notices shall be deemed delivered as of the date received by addressee, except for notices delivered via 
overnight courier for next business day delivery, which shall be deemed delivered on the next business day 
following deposit with such carrier. 


25. ENTIRE AGREEMENT; AMENDMENT; CONFLICTS 


(a) It is the mutual desire and intent of the parties to provide certainty as to their respective future 
rights and remedies against each other by defining the extent of their mutual undertakings as provided herein. 
Accordingly, this Agreement (i) supersedes all previous understandings, agreements and representations between 
the parties, written or oral and (ii) constitutes the entire agreement and understanding between the parties with 
respect to the subject matter hereof and incorporates all representations, warranties, covenants, commitments and 
understandings on which they have relied in entering into this Agreement, and, except as provided for herein, 
neither party makes any covenant or other commitment concerning its future action nor does either party make 
any promises, representations, conditions, provisions or terms related thereto. 


(b) No modification, change or amendment to this Agreement shall be effective unless in writing 
signed by the parties hereto that identifies itself as an amendment to this Agreement. No additional terms 
included in any invoice, estimate, confirmation, acceptance or any other similar document in connection with this 
Agreement shall be effective. To the extent of any conflict or inconsistency between this Agreement and any - 
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invoice, estimate, confirmation, acceptance or any other similar document in connection with this Agreement, the 
terms of this Agreement shall govern unless expressly stated otherwise in a writing signed by each of the parties 
and such writing includes the section number(s) of this Agreement that the parties agree no longer governs for the 
matter(s) covered thereby. 


(c) Except as otherwise set forth herein, Centocor acknowledges and agrees that the Project shall 
not include the supply or pricing to Centocor of any (additional) Readers, Cartridges, and/or Assays nor the 
provision to Centocor of access to T.OS or any other aspect of the Theranos System, which Project would be 
provided by Theranos under a separate agreement. 


26. MISCELLANEOUS 


(a) Any provisions, representations or agreements required by law to be included in this Agreement 
are hereby incorporated by reference, including, without limitation, those prohibiting discrimination against any 
employee or applicant for employment because of race, color, religion, sex or national origin, or physical or 
mental handicap and those providing for the employment of disabled veterans and veterans of the Vietnam era. 


(b) Subject to Sections 13 and 14, any remedies provided herein are cumulative and not exclusive 
of any remedies provided by law or equity, 


(c) This Agreement may be executed in one or more counterparts, each of which shall be deemed 
an original, but all of which together shall constitute one and the same instrument. 


(d) The Exhibits identified in this Agreement are incorporated herein by reference and made a part 
hereof. 


IN WITNESS WHEREOF, the parties have caused this Agreement to be executed by their duly authorized 
represctitatives. 


Centocor Rescarch & Development, Inc. 


P. Siege 
ifle: President 


Theranos, Inc. 


iy 
By: WA ; a 
Name: Elidabeth Holmes, Ph.D. 


Title: President and CEO 
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EXHIBIT A — PROJECT 


Theranos will provide the following Project and deliverables as follows as further provided according to the 
terms of this Agreement: 


Deliverables: 


PART I: Up to 12 months from Effective Date, Theranos will develop a PD and PK combined clinical 
assay system included in Theranos System, using Centocor Materials (Centocor will provide only the materials 
required for the PK assay development. The PD materials will be obtained by Theranos), for Centocor feasibility 
testing of proposed Theranos System clinical assay of spiked plasma or whole blood samples using real-time 
PK/PD profiling of CNTO 5825, according to the terms of this Agreement, according to the payment terms 
provided in Exhibit C. 


PART 2: Upon Centocor’s decision at Centocor’s sole discretion upon completion and analysis of 
feasibility testing of Theranos System developed in PART I, Centocor will optionally use Theranos System for a 
PD and PK combined clinical assay for Centocor feasibility testing of plasma samples using real-time PK/PD 
profiling in Phase I clinical study of CNTO 5825 in asthma, according to the terms of this Agreement, according 
to the payment terms provided in Exhibit C. 


Theranos System clinical assay developed by Theranos for Centocor will include all of the following 
characteristics: 

e Characterize the PK of CNTO 5825 through tongitudinal time-series measurements of compound 
concentrations in fresh whole blood. 

e Identity the concentration-response profile for CNTO 5825 through real-time PK/PD profiling. 

e® Characterize the heterogeneity of the target population, mild-to-moderate asthma subjects, with 
respect to PK and patient response. 

e Characterize the efficacy profile associated with the change in rate of protein panels in fresh whole 
blood, for use in generating rapid reads on pathway modulation in this and future asthma studies. 

e Enhance the value of the study by integrating individual quantifiable measures of asthma with 
patient-centric measures as derived from questionnaires and queries. 


Acceptance Criteria Considered by Centocor for Deliverables for Part 1 and Part 2: Assay performance 
equivalent or superior to demonstrable performance of Centocor’s in-house ‘gold-standard’ methods for 
measuring the analyte(s). ‘he Theranos PK assay will be compared directly with the Centocor PK assay, with 
equivalent or superior performance of the Theranos assay being required (see Exhibit E for the Acceptance 
Criteria for the CNTO5825 PK Assay). 

For any milestone in which Theranos submits a document that is a deliverable (“Document Deliverable”), 
Centocor shall have the right to review such Document Deliverable and shall notify Theranos if there are any 
deficiencies. Theranos shall use its commercially reasonable efforts to promptly cure any such deficiencies, and after 
completing any such cure, Theranos shall resubmit the Document Deliverable for review as set forth above. 


Currently Estimated Part 2 Project Parameters 


[ Project CNTO-5825-Mild-to-Moderate Asthma 
Cartridge Analytes 1-2 Cartridges: PK assay for monoclonal antibody 
target, IgE, TARC(CCL17), Eotaxin(CCL11), 
RANTES(CCLS), ENA-78(CXCLS) 
Sample Types Finger-stick and venous whole-blood 
interchangeably) 
Sites (Number) — Location TBD 
Total Number of Participants 32 Subjects (2 cohorts from each route of admin) 
Number of Time Points _{_15 time points per patient 
Number of Cartridges Maximum of 960 + 150 (calibration/validation) = 
1,110 
| Number of Readers TBD 
Length of Participant Participation 28 Weeks 
Localization/Languages for Translation None (English Only) 
Touch Screen Interface Questions/Customization Standardized questionnaire or home grown survey 
16 
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| Data Infrastructure Purchase and configure a unique CENTOCOR- 
specific server and database 


Expected Start Date (First Participant In) TBD 


| Expected End Date (Last Participant Out) TBD 
Total Duration of Project 28 Weeks 
Investigator Mecting (“IM”) Date and Location / TBD 


Calibration/Validation Start 


Theranos Project Deliverables for Part 1 and Part 2 as applicable: 
Pre-Deployment 


Project Project 
The following activities are required to ensure the Project Objectives are met in the most efficient manner: 

e Refine program specifications with Centocor. 

® Assign Program Manager. 

® Lead the pre-implementation kick-off meeting to discuss Project specifics, roles and responsibilities of 
Centocor and Theranos for the duration of the Project. 

e Transfer blinded patient and clinician IDs for set-up in touch-screen and T.OSportals. 

® Transfer to Theranos assay-specific information, materials, and other relevant data (collectively, 
“Assay Specifications”). 

e Transfer spiked plasma or whole blood samples to Theranos for calibration to whole-blood assays. 

® Plan for pre-trial sample collection from Participants to obtain samples (venous blood run on 
Cartridges and at reference lab across the full clinically relevant dynamic range — approximately 20 
samples total from 3-10 patients) for whole-blood calibration. These can be run while training clinical 
staff. If samples are not available prior to study start, whole-blood calibration can'be run on samples 
taken from the first 3-10 subjects during the clinical trial. 

¢ Collaborate with Centocor to create a Project plan to ensure that timelines are accurately 
communicated and met. 

¢ Customize project planning and control applications within T.OS. Centocor will be able to view 
program schcdulc, progress, and updates through the secure Centocor-specific web portal once the 
Project plan has been cemented. 

¢ Set touch-screen interface specifications as mutually agreed upon by Theranos and Centocor. ! 

e Plan for Theranos System training session (as described below). 


Project Configuration & TheranOS Customization 
e Design, develop, program, test and validate Centocor-specific T.OS portal to capture Participant Data 
and display program progress. 
e Initial setup of accounts and secure access privileges for all parties who will be authorized to access 
T.OS (collectively, “Users”). 


e =Specily Project-related workflow. 
*® Set-up and secure Centocor-specific database and server. 
e Customize and validate Project-specific Cartridges to Assay Spccifications. 
® Customize and validate touch-screen interface. 
Training’ 


e Develop and deliver customized training course. 
o  In-person training of site staff and Centocor staff at the IM. 


Post-deployment 
Data Delivery & Transfer 


»* During the Project, Users will have permission-based access to view all data, as well as on-demand 
ASCIVExcel (CSV) data transfer via T.OS, 


! Deployment of the default survey interface is included in the budget. Customization of the default interface will be billed to 
Centocor at the rate of $250/hour. 

The first two (2) hours of training at each clinical site by up to two (2) Theranos representatives are included in the budget. 
Each additional hour of training will be billed to Centocor at the rate of $150 per hour. 
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o Cumulative data transfers can be executed by Centocor at any time via the Export Utility in 
the Data Delivery component of T.OS. 


Theranos Study Services: Centocor Infrastructure and Technical Support 


e Provide relevant Theranos System sct-up material(s). 

e Set up Readers on-site(s). 

e Provide and manage the web portals to be used by Centocor in connection with the Project provided 

under this Agreement. 

e Work with Centocor to customize systems for the appropriate international telecommunications 

infrastructure to successfully transmit Participant Data. 

Set up, administer, monitor, and troubleshoot web and database servers for duration of the Project. 

Create secure backup infrastructure. 

Provide second level technical support to the Project Support Center (described below). 

Reasonably assist Centocor with issues regarding network infrastructure setup related to the Theranos 

System. 

e Troubleshoot firewall, computer system, and connectivity issues relating to T.OS. | 
i 
" 
/ 
i 


Project Support Center 
® During the Project, provide telephone helpdesk support tor Centocor regarding the use of the Theranos 


System*, 
e Live coverage 24x7 through Theranos customer-care center. 


*Participants to call site coordinator directly about any non-Theranos System issues. 
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EXHIBIT B—- CHANGE ORDER FORM] 
Change Order 


This document is a Change Order to the CLINICAL ASSAY DEVELOPMENT AND FEASABILITY PROJECT 
AGREEMENT FOR USE OF THERANOS SYSTEMS between Theranos, Inc. and Centocor Rescarch & 
Development, Inc. dated September 1, 2008. The term of the Change Order shall begin on and shall end 
on or upon completion of work as described below. ; 


Change Order: [insert Change Order Number] Date: _ 

Purchase Order Number: [insert purchase order Optional Protocol Number: 

number] 

Centocor Project Contact: Theranos Project Contact: [insert Namc of 
[insert Name of Contact] Contact] 


Description of Change 


[insert, as appropriate, a description of the changes to be performed by Theranos, the fixed or unit price or time 
and materials rates for the changes to be performed, the milestones when the changed work or identifiable 
portions of the changed work are to be completed, the identifiable changed work to be delivered, a date or 
milestone for the termination of change order, the requirements of each Party necessary for completion of the 
changes. Reference to appropriate attachments] 


Payment Schedule 


The total revised contract value shall not exceed [insert total revised cost of project amount and currency] without 
prior written consent of OPERATING COMPANY, 


figures with currency] figures with currency] 
Change Order [insert [insert amount in 
change order number] figures with currency] 
Change Order [insert [insert amount in 
change order number] figures with currency] 
Total of Project Costs {insert cumulative total 


of original project costs - 
and sur of a/? change 
orders] 


The re-estimated pre-approved additional costs or expenses shall not exceed [inseré amount and currency] without 
prior written consent of Centocor. 


Original Contract Value [insert amount in [inser¢ amount in 
figures with currency] _ figures with currency] 
Change Order [insert [insert amount in 
change order number] figures with currency] 
Change Order [insert [insert amount in 
change order number] figures with currency] 
Total of Pre-Approved {insert cumulative total 
Additional Costs of original pre-approved 


additional costs and sum 
of af! change orders} 
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Payment Terms 


The Project Cost payment schedule as stated in [insert exact title of Agreement], dated [insert month, day, year], 
is replaced in its entirety with the revised payment schedule. [insert or attach revised payment schedule] 


All other terms and conditions of the Agreement shall remain in full force. 
IN WITNESS WHEREOF, the undersigned agree to the terms and conditions of the Agreement and subsequent 
amendment(s). 


Centocor Research & Development, Inc. 


Signature: 


Print Title: 


Date: 


Theranos, Inc. 


Signature: 


Print Title: 


Date: 
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EXHIBIT C — PRICING 


Theranos shall charge Centocor for Project rendered and deliverables associated therewith as follows: 


Project Milestone Payments: Theranos shall invoice Centocor upon delivery and acceptance of the project 
deliverables (per the criteria stated in Exhibit A and below) as follows: 


net ent neeatnnenennteemantnnnnnnnannntnnnnnnns SSSR eEe RSS SCENES 


Payment Schedule 


Amount Due (USD) 


Upon Execution of Agreement: 

2 Commitment of Theranos Resources 

= Procurement of Theranos Systems 

* Monthly assay development progress reports 

« — Success criteria: Match performance of 
commercially available standards and internal 
reference method. 

= Payment for any assay is fully refundable if success 
criteria is not met 


Upon successful assay-system validation on archived 
samples 


Systems Production for study: 
Pre-Deployment Project (as described above) 
“= Training 
Post-Deployment Project (as described above) 
** Project Support 
Data delivery, client infrastructure and 24x7 customer care 
for 28 weeks 


Product Delivery and Clinical Use: 

“» Development/Validation/Calibration/Customization 
of readers, cartridges, & multiplexed point of care 
assays 

“Distribution, trial definition/project management, 
Project configuration/sofiware customization 
(TheranOS), patient and clinical records 
integration, set up of patient and physician portals, 
real-time reporting, analytics, and Centocor- 
specific back-end database and server infrastructure 

«+ Asthma ‘baseline’ creation in Centecor-specific 
database for real-time profiling of efficacy 
dynamics 

“» Communications and data transmission 

infrastructure 

“% ~=Real-time patient monitoring ~32 patients, home 
installations and training at site and at homes, up to 

1,110 multiplexed tests (target single cartridge + 

calibration — ifnecessary use 2 cartridges each with 

the drug 
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$29,167 per month for {2 months per PD assay until 
completion of assay development as per Acceptance 
Criteria in EXHIBIT A... 

If development is successfully completed prior to the 12 
month milestone, remainder of the development funds are 
payable at that time. 

No development monies will be charged for IgE. 


$41,667 per month for [2 months per PK assay until 
completion of assay development as per Acceptance 
Criteria in EXHIBIT A. If development is successfully 
completed prior to the 12 month milestone, remainder of 
the development funds are payable at that time. 


* If any assays do not meet acceptance criteria as per 
Acceptable Criteria in EXHIBIT A by completion of 
timeline for study start, payment for assay development is 
fully refundable / credited to another assay program at 
Centocor’s option. 


$580K for production and supply to Phase I study if 
Centocor decided, in its sole discretion, to proceed upon 
successful completion of multiplexed cartridge 
development as per Acceptance Criteria in EXHIBIT A. 
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Expense Disbursements and Pass-through Costs 


In addition to the Products and Project fees described above, Theranos charges reasonable and customary costs for 
expense disbursements and other costs incurred in connection with the performance of the Project. These costs 
include, but are not limited to, Theranos personnel travel and lodging (including travel to all IMs or IM sites and 
Project related activities), telecommunications, printing, additional touch-screen customizations, and any 
incidental expenses incurred to provide or in support of the Project outlined in this Agreement. Such costs will be 
billed monthly and will be due and payable by Centocor within forty five (45) days of receipt of invoice. 


Shipping and Data Transfer Costs 


Theranos will be responsible for shipping all hardware to Centocor and establishing the data transmission 
infrastructure. Readers will be leased to Centocor by Theranos solely for the duration specified under “PROJECT 
PARAMETERS?” in Exhibit A above. Theranos will bill Centocor monthly for shipping and related transportation 
costs as well as data transmission costs from the readers and apply an administrative fee. 
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EXHIBIT /D - INSURANCE REQUIREMENTS 


Theranos shail maintain, at all times and at its own expense, the types of insurance(s) specified below during the 
term of the Agreement. For product liability/completed operations, Theranos will maintain insurance coverage in 
effect for at least five (5) years after termination of the Agreement. 


1. Commercial General Liability and Umbrella Liability 


‘Theranos shall maintain coverage on a Commercial Genera! Liability Occurrence Coverage Form (or 
equivalent) including coverage for product liability/completed operations and contractual liability with limits of 
not less than $5,000,000 cach occurrence. Theranos shall separately maintain Umbrella Liability including 
product liability coverage with a limit of liability no less than $5,000,000 each occurrence. 


Each of the above coverages shall include worldwide coverage including coverage for USA jurisdiction 
claims and occurrences. Theranos’s policy shall include Centocor and its Affiliates, and their directors, officers 
and employees, as Additional Named Insureds., 


Ze Workers’ Compensation 
Theranos shall maintain coverage on a Workers’ Compensation Form (or equivalent) in accordance with 


applicable law, covering all employees who are to provide service under this Agreement. Theranos shall also 
maintain Employers’ Liability coverage with limits of not less than the following: 


Bodily Injury by Accident...........c cc ceeceee eee nee ne $1,000,000 Each Accident 
Bodily Injury by Disease... ..51,000,000 Each Employee 
Bodily Injury by Disease..........ccc cece eee cecee cence eee $1,000,000 Policy Limit 

3; Professional Liability/Errors & Omissions 


Theranos shall maintain coverage on a Professional Liability Form and/or Errors & Omissions (or 
equivalent) in the amount of not less than $5,000,000 per occurrence. 


4, Miscellaneous 


(a) Theranos’s policies for each of the coverages set forth above shall specifically waive any rights 
of subrogation against Centocor and its Affiliates, and their directors, officers and employees. 


(b) Theranos shall supply Centocor with the above proof of insurance and forms, including any 
endorsements, as required upon the signing of this Agreement, but Centocor’s failure to demand such proof or 
forms shall not waive Centocor’s and/or Centocor’s Affiliates’ rights to such coverage as specified herein. 


(c) All insurance companies for each of the coverages set forth above must be rated A or better with 
a financial rating of VII or better in the most recent A. M. Best’s Rating Guide. 


(d) All insurance policies for each of the coverages set forth above shail provide for thirty days (30) 
days’ prior written notice to Centocor of any cancellation, nonrenewal or material change of coverage. 
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EXHIBIT E: Acceptance Criteria for the CNTO5825 PK Assay 
Allraw and analyzed data must be previded to Centocor 
Serum from 10 individual healthy donors (5 male/5 female) will be provided by Centocor. 
Serum will be pooled for Intra- and Inter-Instrument Accuracy and Precision. 
Serum will run individually for Selectivity assessment at the low end of the calibration curve. 


The material for spiking for the PK assay will be provided by Centocor and will be CNTO5825. 


The material for spiking for the PD assays will be provided by Theranos and will be the reference standard used to 


develop the calibration curve for the assay. 
I.) Intra- and Inter-Instrument Accuracy and Precision (PK and PD assays): 


Samples: 5 spiked controls which span the calibration curve at the limits and midpoint of the curve must be 
tested 5 times on the same instrument for intra-instrument accuracy and precision and for inter-instrument 
accuracy and precision the 5 controls will be run one time each on 5 separate instruments. 


Acceptance: Mean results for 5 of 5 controls must be within 20% of naminal 
concentration for intra- and inter-instrument accuracy (25% at the top and 


bottom of the curve) 


Results for precision must be a %CV of less than 20% for intra-instrument 
and inter-instrument results, 


2.) Selectivity at low end of calibration curve (shows measurement at the lower limit in the presence of irrelevant, 
endogenous IgGs) (PK assay only) 


Accuracy of individual serum (n=10) at a spike concentration at the lowest point of the calibration curve (Lower 
Limit of Quantification, LILL.OQ) and the same 10 individuals without drug added. 


Acceptance: Results for 8 of 10 must be within 25% of nominal concentration for LLOQ or <LLOQ for the 
unspiked samples 


3.) Confirmation of PK assay acceptability: 
Following final completion and agreement on steps 1 and 2 above Centocor will provide Theranos with 3 


blinded samples for the PK assay. Theranos will provide data to Centocor for unblinding and verification of 
concentration. Concentration must be reported within 20% of nominal for final acceptance of PK assay. 


Ce re 
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Jan 27 G9 1le:l4p Susan DiGiaimo 609-978-0764 p-2 
OLYYB/2Z2UUY BUN £1254 Fea teuvuesy ; 
| 
re | 
t her, anos Invoice date | January 19", 2609 
i aiid, - i 
; redefining healthcare Purchase Onder # 2ibaad ba : 
; Vi nent Date [Le ; i 
Theranos, inc ‘ ; . | 
3200 Hillview Avenue 1 
Palo Alto, Califomia 94304 
Tel: (650) 838 9292 | 
Fax: (650) 8389165 _ 
[ "Bil To: “Haye Clinic a i “ : : 
: West 12” Street : | 
i Rochester, Minnesata 55905 | 
fee eee i ca ema arta te 
| Attn: Dr. Adnan Velta 
Quantity | Description : i 
t ~ a a rere ree arr ancctasileimcmt 
oa i Rate 


2600 «=| Cartridge #1: GLP-4 Active 
Cartridge #2: GLP-1 Active and GLP-1 Total: 


Use of Theranos Systems i is governed by 
Theranos Terms of Service, attached to this 
invoice. 


PAYWENT DUE UPON RECEIPT. Late — Sales Tax 


payments shall incur interest at the sate of Total 
1.5% per month until paid inful. ANsuch | | Prepayment 


interest shall be due and payeble on demand. | Balance Due 


All costs described herein are in U.S. currency. Payments made to THERANOS will be mace in 
U.S. currency. 
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Jan 27 09 12: 15p Susan DiGiaimo 609-978-0764 p.3 
01/26/2009 HON 11:39 ran asyisuuesry 


KEY PROJECT OBJECTIVE ; 
Characterize response, efficacy and safety at the point of care and in real Gme by indexing data 
from Theranos cartridges against trends of disease progression stored on a web-portal to begin 


| 
| 
| 
H 


improving treatment and outcomes. ; 
The Theranos web-portal retains pattems of response ~- blood data profiled with all other — 
progresaicn trajectory. 
PROJECT PARAMETERS 
| Gartrcige Anaiyies ae Cartridge #1. GLP-1 Acie 


i 
\ 
| 
| 
| 
| 
| 
| available information So that clinicians can better visualize where a patient stands in the disease 
| 
| 
| 


Cartridge #2: GLP-1 Active and GLP-1 Total 


7* Castridge: GLP-1 Active: 100 samples, 12 
time points = 1200 

2™ Cartridge: GLP-1 Active, GLP-1 Total: 200 
samples, 7 time pane ar 


For use with GLP-1 cartridges and multiplexed 
cartridges of GLP-1 Active and GLP-1 Totat 
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THERANOS, INC. TERMS OF SERVICE 


"This agreement is enterad into by and between Theranos, Inc. (THERANOS") and The Mayo 
Clinic (COMPANY), effective as of date of execution, 


in a matrix, nciuding, without imitation, human blood (b) “Cartridge” means THERANOS' 
‘analytical chips containing biological fluid processing technology and assays in measure, ae 
other matters, the concentration of specific analytes, including biomarkers in @ biological 
sample; (c) “Reader” means THERANOS' dewce capable of running Cartridges, extracting daa 
from @ Cartridge or other analytical device, transmitting 


| 
| 
i 
i 
i 
| 
{ 
' 
j 
| 
| 
| 
| 
{ 
“7.08 means THERANOS prptctary ambulatory communication , | 
- database, analytical engine, algoritms and methodologies, and related statistical and other 
: analysis methods, data repositories and tectinclagies. | 
2. SERVICES 
2.1. In purchasing the Systems and Services, COMPANY agrees to these Terms of Service. | 
‘22 Data delivery and transfer. - eee : 
During the Project, Users will have permission-based access to view all data, as well as 
on-demand ASCIiExcel (CSV} data transfer via TheranOS web portal. | 
3. P. EMT | 
7 ACCESS TO SOFTWARE AND USE OF THE 7.05 ; P | 


: i 
4.1. “THERANOS hereby grants to COMPANY a nor-exciusive, non-transferable, non-sub 
faensable fcense to use, in accordance with, and solely for the purposes specified in, this ; 

* Inveiced and only for the term of the Project (a) Software installed on Readers, for use by 

COMPANY employees and COMPANY contractors wha are obiigated in writing by 


: designated : 

jocation (‘Client Accessible Software"). “Sofiware” maans computer programs, object code and 
Coe eterais, in machine readable or printed form, including any updates or upgrades 
therets. ; 

42. ‘THERANOS and its iconeors, shall at 28 times retain sole and exclusive ownersiip of all 
«wars end, 28 between the parties, al Sofbvare is Confidential infontiation af THERANOS. 
COMPANY ghali use commertialy reasonable efforts to prevent unauthorized access to, OF Ube 
of, the Software, and notify THERANOS promptly of any such unauthorized use. COMPANY 


y 
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Jan 27 O93 12:1Gp Susan DiGiaima 609-978-0764 
OL/26/2009 MUN Lif39 FAN syrauuenry 


. concurrent users indicated in the invoice, (b) disassemble, decompile or otherwise reverse 


| . ; i eate intemet 
‘ ” to third ies or otherwise use the Software on a “service bureau” basis, or (e) cr 
sinks or from the Software, or rame" or “mirror” any of COMPANY’s content which forms part 


5. ~EHERANOS PROPERTY — 


ot a 

; RA & shall promptly fisciose fo RHE 

desrsibom.ny ie Preceding senience, er 4) IPANY Eves 
titer Or intefést it may have in such inventions. 


ti adem 


a g al mati ene! 
3. nk Oa and 


IM WITNESS WHEREOF, the parties berelo have caused this Agreement to be executed by their 
respective duly authorized representatives as of this day and year. 


ry G 
rye 


Please si and dats two (2) originals aid send bath to THERANOS for signature via 
traceable mall {ag., UPB or FedEx). One executed original will be retumed to COMPANY. 
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THERANOS Contacts 


Project 

Susan DiGiaimo 
Theranos, inc. 
3200 Hilview Ave. 
Palo Alto, CA 94304 - 
Ph. (609) 878-0763 
Fax (609) 978-0764 


MAYO CLINIC Contacts’ 
Project Matters 


603-378-0764 P- 


Biting Matters 
Danise Yam 
Theranos, Inc. 
3200 Hillview Ave 

. Palo Alto, CA 94304 
Ph. (650) 470-6204 
Fax (650) 838-9165 _ 


Bill Invoices Ta 


| Sfapplicable, please provide PO # to expedite billing: 
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Research Laboratories 
P, ©. Bax 2000 
Rahway, NJ 07065 


September 30, 2008 


Dr. Elizabeth Holmes 

President and Chief Executive Officer 
Theranos, Inc. 

3200 Hillview Avenue 

Palo Alto, CA 94304 


Dear Elizabeth: 

In your email of September 29, you accepted the Agreement PDF file as an ‘original’ for 
your records. Therefore, | am emailing to you the PDF lile of the fully executed MTA 
between Merck & Ce., Inc. and Theranos, Inc. 


Please remember to add Merck's internal LAR # (LK R57457) to your invoice to expedite 
payment. 


Kind regards, 


og LF athena 
On ay ee 


of 2 # . ge Le 
Maria Luisa Rios Candelore 
Associate Director 

External Scientific Affairs New Technologies 
Merck & Co 

126 EB. Lincoin Avenue 

Ry 70-211 

Rahway, NJ 07064 

Tel 732-394-7083 

Pax: 732-594-3830 

Email: mari_candelore@merck.com 


LIARS7457 
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Repiiotaed 
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Bentieet ae 


EVALUATION AGREEMENT 
Between 
Merck & (o., hae. 
and 
Therenos, ine 


This-Agreement is madé by and between Merck & Co. dne., a New Jersey corporation, having 4 place.of 
Business at One Merck Drive, Whitehouse Siation, NJ 08889-0100 (*Merck’)} and Thersnos, Ihe having a place of 
business at 3200 Hillview Averue, Pale Alto, CA 94304 ("Theranos”), each a “Party” and collectively, the 
“Parties”. 

L Definitions. 


“Affilate” of Merck means-any entity (2) inwhich fifty percent (50%) or more of the voting equity interests 
are now or hereafter owned or controfied, directly or indirectly, by Merck, (1) which mow or hereafter owns 
or controls, directly or indirectly, fifty percent (50%) or more of the voting equity interests of Merck, or 
(HD in which fifty percent (30%) or more of the voting equity interesis are now or hereafler owned. or 
controlled, directly or indirectly, by an entity Mentified in the preceding clause (1) of GH. 


“Apreemert” means this Evaluation Agreement between Merck and Theranas. 

"Confidential Information” means any and all information and data, whether communicated in writing or 
erally or by any other method, that is provided by: one.Party hereto.to another Party hereto. pursuant to this 
Agreement. 

"Effective Date” is defined in Paragraplr4. 

“Evaluation” means the activities described in the Work Flan. 

"Evaluation Resulis" means.a complete written report of all of the results of the Evaluation. 

“Inventions” shall mean any inventions or discoveries, whether or not patentable, that are made, cohceived 
or reduced to practiog i the course of performing the Evaluation by emplayees and/or agents of Theranos 


(elther solely or jointly with employees and/or agents of Merck or Affillates of Merck). 


“Merck Material" means the samples provided by Merch under this Agreement, as further defined in the 
Work Plan. 


“Merck Information” means all information, data, Merck Material and other items supplied by Merck or its 


Affitlates te Theranes hereunder. For the’ aveidance of doubt, all Aferck Infetmation is considered 
Confidential Information, 


“Officials” is defined in Paragraph 11. 
"Payment" is defined in Paragraph 11. 
"Personal Data" is defined bi Paragraph 12. 


“Tern is defined in Paragraph 4. 


“Therancs. Analytical Platform” means the system comprising the TOS, Reader(s), Cartridges, Assays 
(each as defined in this Article P)and-any other components developed by or for Theranos freiiitating the 
aperation of any of the foregaing, alone or in.any combination. As used in this Agreement: (a)“ Assay” 
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nigans any methed used for the detection of an analyte (e.g. a biomarker) or multiplexed set of analytes and/or 
measuring their concentration in a matrix, meluding, without limvation, human blood, (>) "Cartridge" means 
Theranos' analytical chips containing biological fluid processing technology and assays to measure, aniong 
other matters, the concentration of specific analytes; including biomarkers in a-biclogical fluid sarmple; 

{c} “Reader” means Theranos' device capable.ol running Cartridges, extracting data from a Cartrilge or other 
analytical device, transmitting data to a database. hosted by Theranos, communicating with authorized parties 
and providing analytical information: and (d) “T.OS° means Theranos’ ambulatory. bioinformatics 
communication system, database, analytical engine, algorithms and methodelogies, and related statistical and 
other analysis methods, data repositories and technelesties, 


“Theranas. Analytical Platform Invention’ is defined in Paragraph &. 


“Work Plan’ means the activities to be performed by the Parties and made a part of this Agreement as 
Attachment. A hereto. 


ber 


Purpose. The purpose of the Evaluation is to assess the sensitivity of Therarios’ Analytical Platform using 
Merck Material, 


3 Merck. Material, Merck shall supply, at its own cost, sufficient saniples of the Mérck Material to Theranes 
to curry wut the Evaiuation in acourdance with this Agreement. The Merck Material shall not be used in 
huinans. it is understood that the Merck Material is provided only for the performance of the Evaluation 
and shall net be used for any other purpose, nor shall the Merck Material ar any derivatives, analogs, 
modifications or components thereof be transferred, delivered or disclosed to any third party withous the 
advance written consent. of Metck. Any waused Merck Material shall be returned or otherwise disposed of 
promptly epon completion of the Evaluation or as may be-earlier required under Paragraph 14. 


4. Term, This. Agreement shall be effective on the date of the last signature below (he “Effective Date’). 
The tenn pf this Agresinent shall expire on the six (3) month anniversary of the Effective Date, subject to 
early termination as provided m Paraeraph 24 (the “Tera, 


8, Payment. Merck shall pay Theranos twelve thousand dollars ($12,000) within forty-five (45) days-of the 
Effective Date and an invoice from Theranos. 


maintain all Confidential Information disclosed to it by the other Party in trust and confidence and not 
disclose amy such Cottfidential Information to any third party without the prier writen consent of such 
other Party, except as provided in Paragraph 6(b) below. Furthermore, each Party covenants that it shall 
net use the Confidential inforniation of the other Party except to perform is obligations urider this 
Agreement or as otherwise expressly authorized under this Agreement. The obligations of confidentiality 
and use shall not-apply with respect to any portion af the Confidential information that the receiving Party 
can show by competent written proof 

(i) Is publicly disclosed by the disclosing Party, either before or after ir becomes known to the 
receiving Party; 


6. Gonfidentiality. (a) Por the Term of this Agreénient ard for seven (7) years. thereafter, cach Party shall 


(i) Was known to the receiving Party, without obligation ky keep h confidential, prior to when ic 
was recerved from the disclasing Party; 


(ii) Ie subsequently disclosed to the receiving Party by a third party lawfully in possession therec? 
without abligation to keep it confidential: 


{iv} Has been publicly disclosed other than by the disclosing Party and without breach of an 
obligation of confidentiality with respect thereto; or 


{v) Has been independently developed by the receiving Party without the ald, application or use of 
Confidential Information ofthe disclosing Party. 


(bh) Each Party may disclose Confidential Information belonging to the other Party to the extent such 
disclosure is. reasonably necessary in the following instances; 
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G) prosecuting or defending lidgation; 
Gi) complying with applicable governmental regulations, ar 


Gi} diseiosure to Affiliates, sublicensees, employees, consultants or agents who require such 
information for the performance of activities to. be conducted under this Agreement, provided that such 
persons cr entities agree to be bound by written terms of confidentiality and non-use at least equivalent in 
scope to those sét forth inthis Paragraph 6. 


rg . Theranas shall keep Merck informed of the progress of the Evaluation as 
provided in the Work Plan, end will provide the Evaluation Results to Merck at the end of the Evaluation. 
Noiwithstanding Paragraph 6 Merck and its Affiliates shall have the unrestricted right 10 use and disclose 
all Evaluation Results and to use and disclose any information developed pursuant to.this Agreement, for 
any and all purposes Merck and its Affillates deem necessary or advisable in the ordinary course of 
business. At Merek's request, Theranos shall provide to Merck copies of all documentation and data 
relating tc the Evaluation or ‘shall permit Merck fo inspect and copy such documientaiion and data, 
(tkewise, Theranos shall have the right to disclose Evaluation Results far‘the purpose of marketing the 
Theranos Analytical Plationn provided that such disclosures da not contain ary Merck Confidential 
Information, and Theranos may Ust Merck as a client of Theranas. 


qf Reports: Ey 


8g. Inventions. 


fa) As between Company and Theranos, ail Invetitions and improvements developed In connection with or 
as a result of thé Services, diiring the term of this Agreement and thereafter, whether by Company or 
Theranes, or by the parties jointly, directed to: (4) any part or the whole af the Theranos Analytical 
Platforin or any improvements thereto, includinie, without limitation, the T.0S analytical engine andthe 
algorithms therein; or (b). ihe generation of assays for use in conjunction with the Theranos Analytical 
Platform, shall be the sole and exclusive property of Theranos. Company shall promptly disclose to 
Theranos in writing any Inventions described in the preceding sentence, and Company hereby assigns te 
Theranas any right, title or interest itimay have in-such inventions (*Theranos Analytical Platform 
invention}. 


(b} ATE Merck information and all Inventions other than Theranos Analytical Platform Inventions shail be 
the sole and exclusive property of Merck. Theranos will, upon request by Merck, promptly execute any and 
all patent applications, assignments, or other instruments that Merck deems necessary or useful for the 
protection of Inventions other than Theranas Platform Technology Inventions, which may be. filed or 
preeared at Merck's cust and expense, 


fc} Theranos represents and warrants that ne governmental endity ar other third party has or shall have any 
claim or right to the Evaluation Results or any Inventions. 


5. ‘Acoess to Software and ase of the TOS 


ia) Theranos hereby grants to Merck a non-exclusive, non-transferable, non-sublicensable license ta use, in 
accordance with, and solely for the purposts specified in, this Siatement.of Work and only for the termef 
the Project: {2} Sofbware installed om Readers, for use by patients whe are the subject of the Project 
(“Participants”), Merck employees and Merck contractors who are-obligaied in writing by confidentiality 
obligation at least as. protective of Theranos and its Confidential Information as this Statement af Work 
(Merck Contractors”) and (hb) Software related to the TOS which may be accessed through the Readers or 
ata designated website or IP address, disc. programs or other désignated location (’CHent Accessible 
Software". In this Statement of Wark, “Software” means computer programs, abject code and related 
materials, in machine readable or printed form, including any updates or upgrades thereto. 


(b) Theranes and its licensors shall at all dimes retain sole and exclusive ownership of all Software and, a 
between the parties, all Software is Confidential Information of Theranas. Merck shall use commercially 
reasonable efforts to prevent unauthorized access to, or use of, the Software, and notify Theranas promptly 
of any such unauthorized use, Merck shail rot: Go-allow access to the Clent Accessible Software by more 
than the number of concurrent users indicated in the Statement of Work, (b) disassemble, decompile or 
otherwise reverse engineer the Software, (c) modify, copy, sell, rent, transfer, reproduce dr distribute the 
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Software, except as specifically provided in the Statement of Wark, (d) use the Software to provide 
processing services to third parties or olherwise use the Saftware.on a “service bureau” basis, or (e) create 
Internet “links” to or from the Software, ar “frame” or “mirror” any of Merck's content which forms part of 
the Software. Merck shall at all tirnes comply with lorms and cobditions applicable to third party saliware 
provided with the Sofrware. Theranos reserves all rights in the Software not expressly granted herein. 


ic) Merck hereby grants to Theranos a perpetual, irrevocable, worldwide, revalty-free, and non-exclusive 
Heense to integrate, use and disclose in the T.OS., data provided under, related to or generated in connection 
with this Agreement for use in the T.OS" analytical engine to the extent permitted by law, provided that 
Theranos does not disclose, and any resulting analyses do. not contain, any personally identifying 
information regarding individual Participants or any Information identifying Merck or Merck Compounds, 
excep? in corinection with the provision of any Services te Merck under this Agreement: 


10. Publication. Theranos shall have no right hereunderto publish or present any of the Merck Information 
including, without limitation, the Evaluation Results. 


Hi. Complivice Wh Lew and Ethical Business Practices, (a) Therancs shall conduct the Evaluation in 
accordance with all applicable Isws, rules and regulations, including, withour limitation, all current 
governmental regulatory requirements conceming Goad Laboratory Practioss. Theranos will notify Merck 


in writing of any devialions froin applicable regulatary or legal requireinents. 


f(b} Therands hereby certifies that it will not arid has net employed or otlierwise used in any capacity the 
services of any person debarted under Section 21 USC 335a in performing any services hereunder. 
Theranos shall noufy Marck in whiting immediately if any such debarment accurs or comes to its attention, 
and shall, with respect to any person or entity so debarred promptly remove such person or entity fram 
performing any service, function or capacity related to the Evaluation, Merck shall have the right, in its sole 
discretion, to terminate this.Agreemont immediately in. the eventof any sach debarment. 


{c} The Parties agree that their respective business iriust be conducted within the letter and spirtt of the 
law. By signing this Agreement, each Party agreés to conduct the Evaluation contemplated herein in a 
manner which is cdasistent with both lawand good business ethics. 


fi) Theranos shall not make any payment, dither direotly or indirectly, of manoy or ather assets, 
including but not linvited to the coinpensation Therangs derives from this Agreenient (hereniafier 
collectively referred as a “Payment”), te government or political party officials, officials of 
international public organizations, candidates for public office, or representatives of other 
businesses or persons acting on behalf of any of the foregoing {hereinafter collectively referred as 
“Offielais”) where such Payment would costitute violatian of any law. In-addition regardigss of 
legality, Theranos shall make no Payment either directly or indirectly to Officials if such Payment 
ig for the purpose of influencing decisions or actions with respect te the subject matier of this 
Agreement. 


(i) Theranes acknowledges that no employee of Merck or its Affiliates shall have authority to 
give any direction, either written or oral, relating to the making of any commitment by Therarios or 
its agents to any third party in violation of terms of this or any other Paragraph of this Agreement. 


a) Theranos’ failure 1o-abide by the provisions of this Paragraph |1 shall be deemed a material breach of 
this Agreement, Merek may in such case and with immediate effect terminate Gus.Agreement at fs sole 
discretion. upon wrilten fetice te Theranos and without prejudice to amy other remedies that may be 
available to Merck. 


2. Use of Human Materials. (2) Notwithstanding anything te the contrary in Paragraph 6, ‘Theranos shall 
hold in confidence all data that identifies or could be used to identify an individual (“Personal Date"), 
except as requifed or permitted under this Agreement, or to the extent necessary to be disclosed to 
regulatory agencies as part of the review process. In addition, notwithstanding anything to the contrary in 
Paragraph 6, Theraios shall comply with all applicable laws and regulations, as amended. fram. time. to 
time, with respect to. the collection, use, storage, and disclosure of any Personal Data. including withaut 
linsitation, the LLS.. Health Insurance Portability and Accountability Act (HIPAA) and the regulations 
promulgated thereunder. Theranos agrees to. ensure that all appropriate technical and rganization 
meassres are taken to protect Personal Data agaist loss, misuse, and any unauthorized, accidental, or 
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unlawful eccess, disclosurd; alteration, or destruction, including without Imitation, implementation and 
enforcement of administrative, technical, and physical security policies and procedures applicable to 
Personal Data. 


i. Disclaimer. Merck assumes‘ne responsibility and shall have no lability for the nature, conduct ar results of 
any. testing or other work performed under this Evahiation. ALL MERCK MATERIAL 18 SUPPLIED “AS 
18 AND IS PROVIDED WITHOUT WARRANTY OF MERCHANTABILITY OR FITNESS FOR A 
PARTICULAR PURPOSE OR ANY OTHER WARRANTY, EXPRESS OR IMPLIED, EACH PARTY 
ACKNOWLEDGES THAT THE MERCK MATERIAL 1S EXPERIMENTAL UN NATURE AND MAY 
HAVE LINK NOWN HAZARDOUS CHARACTERISTICS, THAT THEY ARE AWARE OF THE RISKS 
OF WORKING WITH EXPERIMENTAL MERCK MATERIALS AND THAT THEY WILL STRICTLY 
ADHERE TO PROPER LABORATORY PROCEDURES FOR HANDLING BIOLOGICAL 
SUBSTANCES WITH UNKNOWN HAZARDS, THE MERCK MATERIAL WLLL NOT BE USED IN 
HUMANS. 


fom Termination. (2) Merck may terminate this Agreement af any time effective upon thirty (30) days’ written 
notice fo Theranas. 


(>) Upen termination of this Agreement, or at any other time upon request, each Party agrees ta.return all 
Confidential Information of the requesting Party, and all decumuents. generated in connection with the 
Evaluation, except that cach Party may. retdin one copy in & secure lecation solely for recordkeeping 
purposes. 


15. Survival, The provisions of Paragraphs 3 (other than Merch’: ebligation te supply Merck Material), 6 
through and including 19 and Paragraph 21 and all definitions relating to the foregoing, shall survive 
termination or expiration of tils Agreement. 

16. Notices. Any notices required or provided by the terms of this Agreement shail be in writing, addressed in 
accordance with this Paragraph, and shall be delivered personally or sent by certified or registered mail, 
retin: receipt requested, postage prepaid or by nationally-recognived express courtier services. providing 
évidente of delivery, The effective date of any notice shall be the date of first receipt by the receiving 
Party. Notices shall be sent. to the eddress/addressee piven below or ta-such other address‘addressee ay the 
Party to whom notice is to be given may have provided to the other Party in writing in accordance with this 
provision. 

Wt Merck: Vice President and Head, External Scientific Affairs 

26 E Lingoin Avemio RY 70-206 
Rahway, New Jersey G7063 
Wath eopy ta CHfice of tie Secretary 
Merck & (a., Ine. 
P.O. Box. 180 
One Merck Drive 
Whitehouse Station, NJ 08889-6100 
ifte Theranos: Chief Financial Officer 
3200 Hillview 
Palo Alte, CA 94304 
Send invoice ta: Merck & Co., Inc. 
PTP Shared Services 
PO Box 1700 
Whitehouse Station, NI 08889 
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Att: Accvunts Payable 

Phone: 908-423-3000 

Reference: LAR 57457 

PO #owill be supplied by Merck and must be referenced on the invoice along with 


the LER 
With copy ta: Pauline Mandelos 
Merck Frosst Canada 
P.O. L605 
Point Claire-Dorval 
Quebec HOR APS 
Phone: 514-428-3047 
Fax: 514-426-8544 
PR Governing Law. This Agreement shall he construed in aceordance with the laws of the State of New York, 


and the patent laws of the United States, withaut reference to provisions ef conflicts of laws. 


18. Emire Agreement, This Agreement, together with any Attachments attached hereio and. specifically 
referenced herein, constitutes the entire agreement between the Parties with respect to the Evaluation and 
supersedes and replaces any and all previous arrangements and understandings, whether oral or written, 
between the Parties with respect ta the Evaluation. Any amendment or modification to this Agreement 
shall be of ne effect unless made i writing signed by an authorized representative of each Party. 


19. Publicity/Use of Names.. No disclosure of the existence, or the terms, of this Apreement may be made by 
either Party, and no Party shall nse the name, trademark, made name or logo of the other Party or its 
employees in.any nublicigy, promation, mews release or discldsure relating tb this Agreement.of its subject 
matter, withoul the prior express written perntissian of the other Party, except as may be required by law. 


20. Assienmert. Theranos may not assien its rights or obligations under this Agreement without the prior 
written consent of Merck, Any such purported assignment shall be void. 


21, Severability, The provisions of this Agreement are severable, and if any pravisions hercof shall be 
determined to be invalid or unenforceable by a court of competent jurisdiction, the remaining provisions 
shall continue in full force and effect, 


[IN WITNESS WHEREOF, the Parties have caused this Agreement to be exceuted by their duly authorized 
representatives, effective as of the Effective Date, 


Theranos, fre. 


Me 


“Authorized pregietaave | 
Tite... ewe Lop 
DATE: USF 


By: 


mer, PAD. 
Sener Vide Pronidont RL 
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ATTACHMENT A 


WorkPian 
Objective: 
To assess the sensitivity of Theranos'’ analytical platform. Specifically, we would to asses the sensitivity of their 


active Glucagon-like peptide | (GLP-1) assay in hunian EDTA plasma samples. 


Merck will provide the following materials to be shipped frozen: 


®  WN=8 pentide standards spiked at predefined values in buffer (Human cytokine buffer fram Meso Scale 
INscovery} 10 frozen aliquots of each level ~ 50uL each 

@ WNe2( human EDTA Gvith protease inhibitor DPPIV} plasma samples froma food effect study [n=4 
subjects, n=S time points per subject (0.0.5, 1.4, 2..and4 hours post meal}: 100 ul each 


‘Vheranos will: 
® Analyze samples for active GLP-1 in-duplicates. Standards will be run-in triplicate. 
* Transmitall data back to Mervk vie 4 Merck-specific secure web-portal. accessible through the Theranos 


website which will allow for downloads in MS excel format ( xls file), Results for the duplicate 
measurements of cach sample will be provided, 
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TEST AGREEMENT 


This Test Agreement (this “Agreement') is made effective as of June 24, 2008 (the “Effective Date") between Novartis 
Pharma AG, a Swiss Corporation having its principal place of business at Lichtstr.35, CH-4056 Basel, Switzerland ("COMPANY"), and 
Theranos, Inc., a Delaware corporation having its principle place of business at 3200 Hillview, Palo Alto, CA 94301, USA 


(‘THERANOS'). 


In consideration of the mutual terms and covenants set forth herein, THERANOS and COMPANY hereby agree as follows: 


1.. DEFINITIONS. As used herein, the following 
terms have the meanings set forth betow: 


1A. “Affiliate” means with respect to a party, 
any person, corporation or other entity which, directly or 
indirectly through one or more intermediaries, controls, is 
controlled by or is under common control with such party, As 
used in this Section 1.4, “control* shall mean: (a) to possess, 
diractly or indirectly, the power to affirmatively direct the 
Management and policies of such person, corporation or othar 
entity, whether through ownership of voting securities or by 
contract relating to voting rights or corporate governance, or 
(6) diract or indirect beneficial ownership of at least fifty percent 
(50%) (or such lesser percentage which is the maximum 
allowed to be owned by a foreign corporation in a particular 
jurisdiction) of the voting securities in such person, corporation 
or other entity. 


1.2, “CABS” means THERANOS’ ambulatory 
bioinformatics communication system, database, analytical 
engine, algorithms and methodologies, and related statistical 
and other analysis methods, data repositories and 
technologies, 


1.3. "Cartridge" means THERANOS' analytical 
chips containing biological fluid processing technology and 
assays to measure, among other matters, the concentration of 
specitic analytes, including biomarkers in a biological fluid 
sample. 


14. "COMPANY Contractors" mean independent 
contractors of COMPANY which are bound by written 
agreements or other legally enforceable obligations to maintain 
Confidential information of THERANOS as confidential to the 
same extent as the Company fs obligated hereunder. 


1.5. "COMPANY Compound" means = any 
compound {including therapeutic drugs and any kind of 
biomarkers) developed, under davelopment, or owned by 
COMPANY or its Affiliates, or for which COMPANY or its 
Affiliates have been granted a license, that is used in the 
performance of a Project or otherwise is a subject of a Projact.. 


1.6. "Participants" mean patients who are the 
subjects of a Project and who use the THERANOS System, 


1.7. “Project” means the validation tests or surveys 
provided for in Article 22 hereof. 


1.8. "Reader" means THERANOS' device capable 
of running Cartridges, extracting data from a Cartridge or other 


analytical device, transmitting data to a database hosted by 
THERANOS, communicating with authorized parties and 
providing analytical information. 


1.9. "Software" means computar programs, object 
code and related materials, in machine readable or printed 
form, of THERANOS and its licensors, as further described in 
Section 5.1, provided under this Agreement, including any 
upgrades or updates therato that THERANOS may provide 
from time to time. 


1.10. “THERANOS System" means, collectively, the 
system comprised of the ‘Customised CABS’ (definition of 
‘customised CABS' as specified in Article 22}, Reader(s), 
Cartridges (version of the readers and cartridges as specified in 
Articla 22) and any other components developed by or for 
THERANOS facilitating the operation of any of the foregoing, 
alone cr in any combination, as provided by THERANOS to 
COMPANY. 


1.41. "Users" § means individuals, other than 
Participants, who are designated by COMPANY to have access 
to CABS and who are properly trained end users of the 
THERANOS System. 


1.12. In addition, each capitalized term used in this 
Agreement and not defined in this Anicle 1 shall have the 
meaning given to such term in the relevant section of the body 
of this Agreement. 


2, SERVICES 


2.1. COMPANY hereby retains THERANOS 
commencing as of the Effective Date to provide certain 
bicanalytical services and products as provided for in Article 22 
of this Agreement (the "Services"). Services provided 
hereunder shall be governed by the terms and conditions cf 
this Agreement. 


2.2. THERANOS shall not subcontract any Services 
without COMPANY's prior written approval. 


2.3 COMPANY shail have the right to extend all its 
rights and obligations under this Agreement to its Affiliates. For 
the avoidance of doubt, all references to COMPANY's 
Contractors in this Agreement shall apply to Contractors of 
COMPANY's Affiliates. COMPANY warrants that its Affiliates 
and their Contractors will comply with COMPANY’s obligations 
under this Agreement. 
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3. COMPENSATION AND EXPENSES 


3.1. As compensation for Services hereunder, 
COMPANY shall pay THERANOS the amounts specified In 
Article 22. GOMPANY will reimburse THERANOS, without 
mark-up, for all travel, shipping costs, and other reasonable 
out-of-pocket expenses incurred by THERANOS parsonnel in 
providing the Services. COMPANY shail be responsible for 
and pay ail local, state, federal, or foreign sales, use, excise, 
personal property, value added, GST or other similar taxes or 
duties, other than taxes based on the net income of 
THERANCGS., 


3.2. THERANOS shall send its invoices to the 
following address: 


Novartis Pharma AG 
Lichtstrasse 35 
Postfach 
CH-4002 Basel, Switzerland 
Attn: John Varaklis, Head of Operations & Innovations for TM 


THERANOS shail Indicate on its invoices the project to which 
the invoice relates, the amount payable, YAT rate and amount 
(it applicabia), and the bank details of THERANOS. 


3.3. COMPANY shall pay invoices within sixty (60) 
days of recaipt. 


4, PUBLICITY 


Neither party shail disclose the terms or subjact matter of 
this Agreement to any third party without the other party's prior 
written approval, except to company employees, consultants 
and advisors (including financial advisors, Investors, attorneys 
and accountants) on a need to know basis, in each case under 
circumstances that reasonably protect the confidentiality 
thereof. Such obligation shall not apply to disclosures which 
aither party is required by law to make, provided that the 
disclosing party shall notify the other party of any such 
disciosure prior to such disclosure and will use commercially 
reasonable efforts to sacura confidential iraatmant of this 
Agreement or such terms required to: be disclosed. Neither 
party shall use the name, lagos, trademarks or service marks of 
the other party in any publicity, advertising or disseminated 
information without such other party's prior written approval, 
except that THERANOS may list COMPANY as a client of 
THERANOS, without any usa of COMPANY’s logo, and without 
providing any information about COMPANY. 


5. ACCESS TO SOFTWARE AND USE OF 


CABS 


5.1, In support of the Services, THERANOS may 
make available to COMPANY certain Software as a part of 
CABS. Such Software may include, without limitation, 
{a) Software installed on Readers ("Firmware") and (b) online 
or offline software services or products related to CABS which 
may be accessed through the Readers or at a designated 
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website or iP address, disc, programs or other designated 
location (“Client Accessible Software’), 


6.2. THERANOS hereby grants to COMPANY a 
non-exclusive, non-transferable, non-sublicensable, royalty- 
free, fully pald-up license to use Firmware as incorporated into, 
and solely for use in connection with, Readers by Participants, 
COMPANY employees and COMPANY Contractors and 
otherwise in accordance with the terms of this Agreement, and 
only for the term of this Agreement. 


5.3. THERANOS hereby grants to COMPANY a 
non-exclusive, non-transferable, non-sublicenseable license to 
use tha Client Accessible Software for the purpose for which it 
is made available to COMPANY and otherwise in accordance 
with the terms of this Agreement, and only for the term of this 
Agreement. COMPANY shall not allow access to the Client 
Accessible Software by more than the number cf concurrent 
Users indicated in Article 22. 


5.4. THERANOS and its licensors shail at all times 
retain sole and exclusive ownership of all Software and, as 
between the parties, all Software is Confidential Information of 
THERANOS. COMPANY shall use commercially reasonable 
afforts to prevent unauthorized access io, or use of, the 
Software, and notify THERANOS promptly of any such 
unauthorized use. COMPANY shali not: (a) disassemble, 
decompile or otherwise reverse engineer tha Software, 
(b) modify, copy, sell, rent, transfer, reproduce or distribute the 
Software, {c) use the Software to provide processing services 
to third parties or otherwise use the Software on a "service 
bureau" basis, or (d) create intemet “links” to or from the 
Software, or “frame” or ‘mirror any of GOMPANY's content 
which forms part of the Software. COMPANY shall only be 
bound by terms and conditions applicable to third party 
software provided with the Software if COMPANY has received 
written notice of such terms and conditions and, In the case of 
financial terms and conditions, has agread to be bound by 
them in writing. THERANOS reserves ail rights in the Software 
not expressly granted herein, 


5. USE OF DEVICES 


6.1. In connection with the Services, THERANOS 
may make availabie to COMPANY certain equipment, including 
but not limited to Readers and Cartridges (collectively, the 
"Devices"}. Each Device will be provided to COMPANY upon 
the terms set forth in Articte 22. 


6.2. Devices shall only be permitted to be used by 
(a) COMPANY employees and COMPANY Contractors and 
(b) Panicipants. COMPANY agrees to take ail reasonable 
steps to protect fhe Devices from theft or use contrary to the 
terms of this Agreement. COMPANY agrees not to 
disassemble or otherwise reverse engineer the Devices or any 
component thereof. COMPANY is not authorized to self, rent, 
transfer, license, or distributa the Devices, except as 
specifically provided in this Agreement. 


6.3. (i) THERANOS shall at ail times retain 
ownership of the Devices, (Il) COMPANY shall keep the 
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Devices free of afl security interests, liens and other 
encumbrances, (ii) COMPANY assumes the entire risk of loss, 
damage, theft or destruction of the Devices while they are in 
the passession of COMPANY and during transportation to and 
fram COMPANY's premises (or other mutually agreed 
premises) and shall pay the iuil cost of any Devices not 
returned in accordance with section 6.4, (iv) COMPANY shail 
adequately insure or seff-insure the Devices against loss or 
damage while such Devices are in the possession or control of 
COMPANY and (v) COMPANY shall permit any authorized 
representative of THERANOS to inspact the Devices, at any 
time prior to the return of such Davices in accordance with 
Section 6.4, at COMPANY’s facilities or any other location at 
which the Project is being conducted. 


6.4. No later than ten (10) days after the earlier of 
completion of the Project or the date of termination of this 
Agreement, COMPANY shail, at its own cost, return to 
THERANOS the applicable Readers and Cartridges (other than 
Cartridges which have previously been consumed and properly 
disposed of), and COMPANY shall furnish THERANOS with a 
Certificate signed by two (2) authorized representatives of 
COMPANY verlfying that the sarne has been done. in the 
event of such compietion or termination, as applicabis, 
THERANOS shall have the right to enter COMPANY's 
premises or the clinic location at which the Project is being 
conducted, as applicable, for the purposes of repossessing 
such Devices, at a time to be mutually agreed by the parties in 
writing, and COMPANY hereby consents to such ontry. 
THERANOS shail be entitled to receive from COMPANY ail 
callection costs, including reasonable attomeys' fees, incurred 
In the enforcement of its rights under this Article 6. Such 
Devices shail be returned in as good a condition as when they 
were shipped to COMPANY, ordinary wear and tear excepted. 
COMPANY warrants that all Participants will return all Devices 
at tha and of their participation in the Project. 


7. CONFIDENTIALITY 


7.1. Except to the extent expressly authorized by 
this Agreement, or otherwise agreed by the parties in writing, 
the parties agree that the receiving party (hereinafter called 
*Recipient") shall keap confidential and shall not publish or 
otherwise disclose (except to its Affillates for the purpose of this 
Agreement) or use for any purpose other than as provided for 
in this Agreement any confidential or proprietary information or 
materials furnished to it by the other party or is Affillates 
{hereinafter called "Donor*) pursuant to this Agreement which 
if disclosed in writing or tangible form are marked as 
"Confidential" or "Proprietary" or with some similar designation 
at the time of disclosure and if disclosed orally are summarized 
and identified as confidential in a written notice to Recipient 
within thirty (80) days after the initial disclosure thereof 
(collectively, “Confidential Information"). Notwithstanding the 
foregoing, Confidential Information shall not be deemed to 
include information or materials to the extent that it can be 
established by written documentation by Recipient that such 
information or material: 
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7.1.1, was already known to or possessed by 
Recipient, other than under an obligation of confidentiality, at 
the time of disclosure: 


7.1.2. was generally available to the public or 
otherwise part of the public domain at the time of its disclosure 
to Racipient; 


7.1.3. became generally available to the public or 
otherwise part of the public domain after its disclosure and 
other than through any act or omission of the Recipient in 
breach of this Agreement; 


7.1.4. was independently developed by Recipient 
as demonstrated by documented evidence prepared 
contemporaneously with such independent development; or 


7.1.5. was disclosed to Recipient, other than 
under an obligation of confidentiality, by a third party who had 
no obligatian to Donor not to disclose such information to 
others. 


7.2. Recipient may use and disclose Confidential 
Information of Donor only as follows: (a) under appropriate 
confidentiality provisions substantially equivalent to those in 
this Agreement in connection with the performance of 
Recipient's obligations .or exercise of Recipient's rights granted 
under this Agreement; and (b) to the extent such disclosure is 
reasonably necessary in filing for, prosecuting or maintaining 
patents, copyrights and trademarks (including applications 
therefor), obtaining regulatory approvals, prosecuting or 
defending litigation or complying with applicable governmental 
regulations or is otherwise required by applicable law, 
provided, however, that if Recipient is required by law to make 
any such disclosure of Donor's Confidential information it will 
give reasonable advance notice to Donor of such disclosure 
requirement and, except to the extent inappropriate in the case 
of patent applications, will use commercially reasonable efforts 
to secure confidential treatment of such Confidential 
Information requirad to be disclosed. Confidential information 
shall remain tha property of Donor. 


7.3. For clarity, the parties agree and acknowledge 
that THERANOS' Confidential Information includes without 
limitation information disclosed by THERANOS to COMPANY 
relating to THERANOS' monitoring and bioinformatics systems 
and equipment, including tha THERANOS System or any part 
thereof. 


7.4. Upon Donar's request, Recipient shail 
Immediately retum or destroy any of Donors Confidential 
Information in Recipient's possession or control, other than 
such Confidential information as Donor is entitled to retain 
hereunder for use following expiration or any termination of this 
Agreement, provided, that Recipient shall be entitled to retain 
one (1) archival copy of such Confidential information for the 
sole purpose of determining Recipient's obligations under this 
Article 7; provided, further, that nothing in this Section 7.4 shall 
be deemed to modify or otherwise limit COMPANY’s 
obligations under Section 6.4. 


Theranos, Inc. Confidential 


FOIA Confidential Treatment Requested by Theranos THER-0905823 


Fed. R. Crim. P. 6(e) material 


E R-14378 


theranos 


: 
| 
: 
i 
redefining taweldbearn 


8 INTELLECTUAL PROPERTY 


Except as expressly set farth herain, each party shall 
retain ownership of its own intellectual property owned or 
licensed by sach party prior to the execution of this Agreement 
or developed independently fram performance of the Services, 
and no licenses on such intellectuai property are granted under 
this Agreement. 


9. COMPANY PROPERTY 


9.1. As between COMPANY and THERANOS and 
to the extent permitted by law, all data regarding Participants in 
a Project ("Participant Data") are and shall remain the sole 
and exclusive property of COMPANY and shall be maintained 
as Confidential Information of COMPANY, except to the extent 
that any exceptions in Sections 7.1.1 — 7.1.5 apply. 


9.2, As between COMPANY and THERANOS, and 
subject to Sections 10.2 and 10.3, all inventions, methods, 
discoveries and other proprietary information developed in 
connection with the Services both during the term of this 
Agreement and thereafter, whether by COMPANY or 
THERANOS, or by the parties jointly, directed toe COMPANY 
Compound, including, without limitation, therapsutic drugs, 
biomarkers, assays and targets, and any uses thereof, shall be 
the sola and exclusive property of COMPANY. THERANOS 
shail promptly disclose ta COMPANY in writing any inventions, 
methods, discoveries and other proprietary information 
described in the preceding sentence, and THERANOS hereby 
assigns to COMPANY any right, title or interest it may have in 
such inventions, methods, discoveries and other proprietary 
information under this Agreement, including all intellectual 
property rights therein. 


9.3. COMPANY hereby grants to THERANOS a 
non-exclusive license under any intellectual property rights 
owned or controlled by COMPANY that may be necessary in 
connection with THERANOS' performance of the Services in 
accordance with and during the term of this Agreement, but not 
for any purpose other than to perform the Services. 


9.4. COMPANY hereby grants to THERANOS the 
rights to integrate, use and disclose in CABS data provided 
under, related te or generated in connection with this 
Agreement for use in the ‘customised CABS’ (as specified in 
Anlicle 22) analytical engine to the extent permitted by law, 
provided that THERANOS doas not disclose, and any resulting 
analyses do not contain, any personally identifying information 
regarding individual Participants or any information identifying 
COMPANY or any proprietary COMPANY compounds, but not 
tor any purpose other than to perform the Services. 


10. THERANOS PHOPERTY 


10.1. As between COMPANY and THERANOS, ail 
inventions, methods, discoveries and other proprietary 
information developed in connection with the Sarvices both 
during the term of this Agreement and thereafter, whether by 
COMPANY or THERANOS, or by the parties jointly, directed 
te the reader, the cartridge and/or the CABS of the 
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THERANOS System (collectively the “Hardware”), including, 
without limitation, the CABS’ analytical engine, shall be the sole 
and exclusive property of THERANOS. COMPANY shail 
prompily disclose to THERANOS in writing any inventions, 
mathods, discoveries and other proprietary information 
described in the preceding sentence, and COMPANY hereby 


- assigns to THERANOS any right, title or interest it may have in 


such Inventions, methods, discoveries and other proprietary 
information under this Agreement, including ali intellectual 
property rights therein. 


10.2. As between COMPANY and THERANOS, all 
inventions, methods, discoveries and olher proprietary 
information developed in connection with the Services both 
during the term of this Agreement and thereafter, whether by 
COMPANY or THERANOS, or by the parties jointly, directed to 
any method used for the detection of an analyte (e.g. a 
biomarker) or multiplexed set of analytes and/or measuring 
their concentration in a matrix, Including, without limitation, 
human blood, shall be the sole and exclusive property of 
THERANOS if any such inventions, methods, discoveries and 
other proprietary information will be solely applicable In 
connection wilh the THERANOS System. COMPANY shail 
promptly disclose to THERANOS in writing any inventions, 
methods, discoveries and other proprietary information as 
described in the preceding sentence, For the sake of clarity, 
any inventions, methods, discoveries and other proprietary 
information developed in connaction with the Services both 
during the term of this Agreement and thereafter, whether by 
COMPANY or THERANOS, or by the parties jointly, directed to 
any novel biomarker as such or other novel analyte as such, or 
fo any use in the field of translational / personalized medicine 
of a novel or known biomarker or other novel or known analyte, 
shall be the sole and exclusive property of COMPANY, and no 
rights therain are granted to THERANOS under this 
Agreement. 


10.3. As between COMPANY and THERANOS, all 
inventions, methods, discoveries and other proprietary 
information developed in connection with the Services both 
during the term of this Agreement and thereafter, whether by 
COMPANY or THERANOS, or by the parties jointly, directad to 
any method used for the detection of an analyte (e.g. a 
biomarker) or multiplexed set of analytes and/or measuring 
their concentration in a matrix, including, without limitation, 
human blood, shall be the sole and exclusive property of 
COMPANY if any such inventions, methods, discoveries and 
other proprietary Information will be applicable both in 
connection with the THERANOS System and additionally in 
connection with any other system. The parties shall promptly 
disclose to each other in writing any inventions, metheds, 
discoveries and other proprietary information as described in 
the preceding sentence, Upon request, COMPANY shall grant 
to THERANOS a non-exclusive royalty-free, fully paid-up, 
transferable, perpetual, irrevocable, world-wide license (with 
the right to grant sub-licenses), for any exploitation solely in 
connection with the THERANOS System of any such 
inventions, methods, discoveries and other proprietary 
information directed to such methods as described in this 
Section 10.3.. 
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data regarding the use, functionality or operation of the 
Hardware of the THERANOS System generated in connection 
with this Agreement. THERANOS shall have the right to use 
and disclose any data described in the preceding sentence to 
further develop, use, make, have mace, sell, market or 
otherwise exploit the Hardware of the THERANOS System 
during the term of this Agreement and thereafter, including, 
without limitation, in connection with any regulatory filing for the 
THERANOS System or any component thereof, provided that 
COMPANY's name and COMPANY’s Confidential Information 
are not disclosad. COMPANY makes no warranties about the 
accuracy of the data provided to THERANOS and THERANOS 
shail use such data at its own risk. 


10.5. At COMPANY's reasonable request, 
THERANOS § shall provide to COMPANY all reasonably 
necessary data relating to the Project in THERANOS’ 
possession regarding the internal validation and quality 
assurance of the Cartridges and Readers, which COMPANY 
may use solely in connection with the Project, subject to 
COMPANY'S confidentiality obligations under this Agreement, 
and subject to THERANOS’ right to withhold its Confidential 
Information. THERANOS makes no warranties about the 
accuracy of the data provided to COMPANY and COMPANY 
shall use such data at its own risk. 


11, EXPORT RESTRICTIONS 


Each party shali comply with all United States and foreign 
export control faws or regulations applicable to its performance 
under this Agreement. 


12, [Reserved] 
13. INDEMNIFICATION 


COMPANY agrees to defend, indemnify and hold 
harmless THERANOS and its respective employees, officers, 
directors, Independent contractors, affiliates, stockholders and 
agents against and from any claims, proceedings or 
Investigations arising out of or in connection with (a) the 
conduct of the Project (except to the extent solely arising from 
the THERANOS System) or the use of the results of the 
Project, (b) COMPANY's breach of this Agreement, negligence 
Or intentional misconduct or (c) the development, manufacture, 
usa, sala, offer for sale, marketing or testing of any product or 
service by or under the authority of COMPANY (including any 
personal injury or property damage related thereto), Including, 
without limitation, amounts pald In settlement of claims, 
proceedings or investigations, and COMPANY agrees to bear 
all costs and expenses, including, without limitation, reasonable 
attornays' fees, incurred in connection with the defense or 
sattlement of any such claim, proceeding or investigation as 
such costs and expenses are incurred in advance of judgment 
or settlement, except to the extent that such claim arises from 
any breach, negligence or willful misconduct of THERANOS, 
provided that (}) COMPANY has sole control of the defense 
and/or settlement of such claim or suit, (dl) THERANOS notifies 
COMPANY promptly in writing of each such claim or suit and 
gives COMPANY or its legal representatives all information 
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known to THERANOS relating thereto, (ili) THERANOS 
reasonably cooperates with COMPANY in the sattlament 
and/or defense and (iv) THERANOS may not settle or 
compromise such claim or sult except with the prior written 
consent of COMPANY, which may not be unreasonably 
withheld. THERANOS shail be reimbursed for all reasonable 
out-of-pocket expenses incurred in providing any such 
cooperation requested by COMPANY. 


14. INFRINGEMENT INDEMNITY 


THERANOS rapresents, to the best of its knowledge, that the 
THERANOS System and its use in the performance of Services 
in accordance with this Agreement will not infringe any valid 
intellectual Property Rights of third parties. THERANOS shall 
(a) defend or, at its option, settle any claim or suit against 
COMPANY on the basis that the THERANOS System and its 
use in the performance of the Services infringes any trademark, 
copyright, trade secret or patent of a third party ("Intellectual 
Property Rights") in the United States of America, 
Switzerland, Italy, France, United Kingdom or The Netherlands 
and (b) pay any final judgment entered against COMPANY on 
such claim or suit or any settlement thereof, provided that: 
(i) THERANOS has sole control of the defense and/or 
settlement of such claim or suit, taking Into account the 
reasonable interests of COMPANY, (ii) COMPANY notifies 
THERANOS promptly in writing of each such claim or suit and 
givas THERANOS all information known to COMPANY relating 
thereto, (ji) COMPANY cooperates with THERANOS in the 
settlement and/or defense and (iv) COMPANY may not settle 
or compromise such claim or sult except with the prior written 
consant of THERANOS, which may not be unreasonably 
withhald. COMPANY shall be reimbursed for all reasonable 
out-of-pocket expenses incurred in providing any cooperation 
requested by THERANOS. /f all or any part of the THERANCS 
System is, or in the opinion of THERANOS may become, the 
subject of any claim or suit for infringement of any Intellectual 
Property Rights, THERANOS may, at its option and expense: 
(A) procure for COMPANY the right to continue use of the 
THERANOS System or the affected part thereof, (B) replace 
the THERANOS System or affected part thereof, (C) modify the 
THERANOS System or affected part thereof to-make It non- 
infringing or (D)if none of the foregoing remedies are 
commercially feasible, terminate this Agreement and refund the 
aggregate payments made by COMPANY for the THERANOS 
System or the affected part thereof. THERANOS shall have no 
obligation under this Article 14 to the extent a claim is based 
upon (1) use of any version of the Software other than a 
current, unaltered version, if infringement would have been 
avoided by a current, unaltered version or (2) combination, 
operation or use of the THERANOS System or the Software 
contained therein with other software and/or hardware not 
provided by THERANOS. This Article 14 states the entire 
liability of THERANOS and the exclusive remedy of the 
COMPANY with respect to any infringement or alleged 
Infringement by the THERANOS System or any part thereof. 


15. INDEPENDENT CONTRACTOR 


The parties agree that the relationship of THERANOS and 
COMPANY estabiished by this Agreement is that of 


Theranos, Inc. Confidential 


FOIA Confidential Treatment Requested by Theranos THER-0905825 


Fed. R. Crim. P. 6(e) material 


E R-14380 


Case: 


theronos 


SEAS 
ae redefining Brad theare 


Se ern ee earl 


indapendent contractors. Furthermore, tha parties agree that 
this Agreement does not, is not intended to and shall not be 
construed to establish an employment, agency or any other 
relationship. Neither party shall have any right, power or 
authority, nor shall they represent themselves as having any 
authority, to assume, create or incur any expense, Hability or 
obligation, express or Implied, on behalf of the other party, or 
otherwise act as an agent for the other party for any purpose. 


16. DELAYS 


THERANOS will require documents, data, records, and 
cooperation by COMPANY in order to properly perform the 
Services, and THERANOS is not responsible for errors, delays 
or other consequences arising from the failure of COMPANY or 
its empicyees, agents or contractors to provide such 
documents, data, records or cooperation in a timely manner. 
Neither party shail be liable to the other for failure or delay in 
the performance of any of its obligations under this Agreement 
for the time and fo the extent such failure or delay is caused by 
garthquake, riot, clvil commotion, war, terrorist acts, strike, 
flood or governmental acts or restriction, or other cause that is 
beyond the reasonable control of such party. The party 
affected by such force majeure will provide the other party with 
full Information thereof as soon as it becomes aware of the 
same (including its best estimate of the likely extent and 
duration of the Interference with its activities}, and will use 
commercially reasonable afforts to overcome the difficultles 
created thereby and to resume performance of its obligations 
as soon as practicable. If COMPANY delays or suspends a 
Project for six (6) weeks or more, for reasons bayond 
COMPANY’s reasonabie control and due to no fault of 
THERANOS (a "Significant Delay’), and COMPANY requests 
in writing that THERANOS staff continue to be assigned to the 
Project during the period of such delay or suspension, the 
parties shall seek to agree in writing a monthly services fee (if 
any) to be paid. THERANOS shall have no obligation to 
continue to assign Its staff.to the Project unless and until the 
parties reach such written agreement, and shall not be 
responsible for any errors, delays or other consequences 
arising frorn not having staff assigned to the Project during the 
period of delay. THERANOS shall not charge any service fee 
unless such fee has been agreed by the parties in writing. Such 
delay shall last no longer than thrae (3) months, after which 
time THERANOS shall have the right to terminate this 
Agreement by providing ten (10) days notice in writing. in the 
event that THERANOS terminates this Agresment under this 
provision, COMPANY shall have the obligations to make 
payment for Services performed and for non-cancelable 
obligations Incurred which are specified in Section 17,2.. 


17. TERM and TERMINATION 


17.1. This Agreement shall come into force on the 
Effective Date and shall remain in effect until completion of the 
Project unless earlier terminated in accordance with this 
Agreement. 


17.1.1. This Agreement may be terminated by 
either party upon default in performance of the other party, 
provided that any defaulting party shail be given not tess than 
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ten (10) days prior written notice of default and the opportunity 
to cure the default during such period. 


17.1.2. Elther party may terminate this Agreement 
by providing notice in writing with immediate effect if the other 
party has gone into bankruptcy or liquidation otherwise than for 
the purpose of amalgamation or reconstruction; or has had a 
receiver or manager appointed In respect of any of its assets; 
or has entered into any composition with its creditors. 


17.1.3. Either party may terminate this Agreement 
without cause on forty-five (45) days notice. 


17.2. In connection with a termination of this 
Agreement by COMPANY pursuant to Section 17.1.3, or by 
THERANOS pursuant to Section 16, THERANOS shail subrnit 
to COMPANY a statement showing, in reasonable detail, the 
relevant fees due and costs and expenses incurred, and 
COMPANY shail, within sixty (60) days of receipt of such 
statement from THERANOS, make payment to THERANOS 
for: 


(a) all Services properly rendered prior to 
receipt of the termination notice and for 
which COMPANY has not yet paid; and 


(b) teasonable non-cancslable obligations 
properly incurred prior to receipt of the 
termination notice, in order to perform its 
obligations under this Agreement, 


unless COMPANY reasonably objects to any charge, in which 
case the parties shail seek in good faith to resolve any such 
disagreement. 


17.3. No fater than thirty (80) days after any 
termination of this Agreement, COMPANY shall ratum to 
THERANOS all THERANOS property in its possession or 
control, including: ({a)all Confidential Information of 
THERANOS in accordance with Section 7.4; (b) all Devices 
and Client Accessible Software provided under this Agreement; 
and (c) all authorization codes providing Participants and/or 
Users with access to the THERANOS System in connection 
with this Agreement. in addition, COMPANY shall ensure that 
all relevant Participants,. Users and other COMPANY 
employees and consultanis cease using the THERANOS 
Systam prompt following any such termination of this 
Agreement. No later than thirty (30) days after any termination 
of this Agreement, THERANOS shall return to COMPANY ail 
Confidential Information of COMPANY in accordance with 
Section 7.4. 


17.4. Articles 1, 4,7, 8, 9, 10, 13, 14, 17 (other than 
Saction 17.1), 18, 19, 20, and 21 and Sections 5.4, 6.2, 6.3 and 
6.4 shall survive expiration or termination of this Agreement for 
any reason. Except as otherwise provided In this Section 17.4, 
all rights and obligations of the parties under this Agreement 
shall terminate upon expiration or termination of this 
Agreement for any reason. 
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18 COMMUNICATIONS AND PAYMENTS 


All noticas, administrative communications and payments 
provided for in this Agreement shall be by express delivery 
service or first class mail, postage prepaid, or express courier 
addressed to the applicable party as fallows: 


TO THERANOS: — Theranos, Inc. 
8200 Hillview 
Palo Alto, CA 943801 
Atin: Controller 


To COMPANY: Novartis Pharma AG 
Lichtstr.35 
CH-4056 Basel, Switzerland 
Attention: John Varakiis, 
Head of Operations & Innovations for TM 
With a copy to Head Pharma Legal 


19. ASSIGNMENT 


Neither party shail have the right to assign this Agreement 
or any of the rights or obligations heraunder without the prior 
wiittan consent of the other party. Notwithstanding the 
foregoing, either party may, without such consent, assign this 
Agreement to a third party that succeeds to all or substantially 
all of such party's business or assets relating to this Agreement 
whether by sale, merger, operation of law or otherwise. 


20, LIMITED WARRANTY 


20.1. Each party represents and warrants that: (a) it 
has the legaf authority to enter inte this Agreement; and (b) the 
execution, delivery and performance of this Agreement by it 
and its obligations hereunder do not conflict with any 
agreement, instrument or understanding to which it is a party or 
by which it may be bound. 


20.2. Each party shall perform its obligations under 
this Agreement: (a) in a timely and professionai manner; (b) in 
conformance with that level of care and skill ordinarily 
exercised by other professional companies of a similar size and 
in similar circumstances; (c)in compliance in all material 
respects with all applicable laws and regulations and (d) in 
accordance with this Agreement. Without limiting the 
foregoing, COMPANY represents, warrants and covenants that 
it has obtained, and shall continue during the term of the 
Project to obtain, all necessary consents to be able to provide 
to THERANOS, and to permit THERANOS to use for all 
purposes specified in this Agreement, Participant Data and 
other data provided by COMPANY or otherwise furnished to 
THERANOS in connection with this Agreement. 


20.3. EXCEPT AS OTHERWISE EXPRESSLY SET 
FORTH IN THIS AGREEMENT, THERANOS MAKES NO 
REPRESENTATIONS OR WARRANTIES OF ANY KIND, 
EITHER EXPRESS OR IMPLIED, WITH RESPECT TO THE 
SERVICES OR THE THERANOS SYSTEM (OR ANY PART 
THEREOF) OR ANY ITEMS OR WORK PRODUCT 
PROVIDED UNDER THIS AGREEMENT, INCLUDING 
WARRANTIES OF MERCHANTABILITY, FITNESS FOR A 
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PARTICULAR PURPOSE, VALIDITY OF ANY INTELLECTUAL 
PROPERTY OF THERANOS OR NONINFRINGEMENT OF 
ANY INTELLECTUAL PROPERTY RIGHTS OF THIRD 
PARTIES. COMPANY acknowledges that THERANOS makes 
no representation or warranty that the COMPANY's 
pharmaceutical, biologic, or medical device products (including 
any proprietary COMPANY compounds) tested in connection 
with the Services can, either during the term of this Agreement 
or thereafter, ba successfully developed or, if so developed, will 
receive the required approval by the U.S. Food and Drug 
Administration (“FDA”) or other applicable regulatory body. 


20.4. IN NO EVENT (A) SHALL EITHER PARTY 
HAVE ANY LIABILITY TO THE OTHER PARTY FOR ANY 
LOST PROFITS, LOSS OF DATA, LOSS OF USE, COSTS OF 
PROCUREMENT OF SUBSTITUTE GOODS OR SERVICES 
OR ANY INDIRECT, SPECIAL, INCIDENTAL, PUNITIVE OR 
CONSEQUENTIAL DAMAGES, HOWEVER CAUSED, 
WHETHER IN CONTRACT, TORT OR UNDER ANY OTHER 
THEORY OF LIABILITY AND WHETHER OR NOT THE 
PARTY HAS BEEN ADVISED OF THE POSSIBILITY OF 
SUCH DAMAGES AND (8)SHALL EITHER PARTY'S 
AGGREGATE LIABILITY ARISING OUT OF OR RELATED TO 
THIS AGHEEMENT, WHETHER IN CONTRACT, TORT OR 
UNDER ANY OTHER THEORY OF LIABILITY, EXCEED 
THREE MILLION FIVE HUNDRED THOUSAND U.S. 
DOLLARS § (U.S.$3,500,C00). NOTWITHSTANDING THE 
FOREGOING, THE LIMITATIONS ON LIABILITY AND 
DAMAGES IN THE PRECEDING SENTENCE SHALL NOT 
APPLY TO: (A) LIABILITY OR DAMAGES TO THE EXTENT 
ARISING FROM A BREACH UNDER ARTICLES 7, 8, 9 OR 10 
OR FROM A PARTY'S GROSS NEGLIGENCE OR 
INTENTIONAL MISCONDUCT; OR (2) LIMIT COMPANY'S 
INDEMNIFICATION OBLIGATIONS UNDER ARTICLE 13 
WITH RESEPCT TO AMOUNTS OWING TO THIRD PARTIES. 


21, GENERAL CONDITIONS 


21.1. The headings in this Agreement are for 
convenience only and do not in any way limit or amplify the 
terms or conditions of this Agreement. 


21.2. This Agreement and its exhibits constitute the 
entire agreement between the parties and supersede all prior 
contracts, agreements, proposals, letters, communications and 
understandings, whether written or oral, relating to the same 
subject matter between the parties; provided howaver that this 
Agreement shall not modify or otherwise affect the parties’ 
obligations under any confidentiality or non-disclosure 
agreement executed prior to the Effective Date with respect to 
the disclosure of information under any such agreement that is 
not related to the subject matter of this Agreement. The parties 
intend this Agraement to be a complete statement of the terms 
of their agreement, and no change or modification of any of the 
provisions of this Agreement shall be effective unless It Is in 
writing and signed by duly authorized officers of THERANOS 
and COMPANY. 


21.3. This Agreement shall be governed by and 
construed in accordance with the laws of the state of New 
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York, USA, without regard to the conflict of jaws provisions 
thereof. 


21.4. THERANOS agrees to comply at all times with 
all provisions of the Generic Drug Enforcement Act of 1992 (the 
“Act") applicable to the Services. THERANOS further agrees 
to submit {0 GOMPANY upon completion or termination of the 
Project a certification that neither THERANOS nor any of its 
employees has been debarred by the FDA under the provisions 
of the Act and that THERANOS did not use in any capacity in 
connection with this Agreement the services of any person (as 
defined in the Act) debarred under the provisions of the Act. 


21.5. The invalidity or unenforceability of any term or 
provision of this Agreament shall not affect the validity or 
enforceability of any other term or provision hereof. 


21.6. No waiver of any term, provision or condition of 
this Agreement whether by conduct or otherwise in any one or 
more instances shall be deemed to be or construed as a further 
or continuing waiver of any such term, provision or condition, or 
of any other term, provision or condition of this Agreement. 


22. Project Parameters and Budget 


22.1 The Services provided for under this agreement 
shail canstitute a technical performance evaluation of the 
THERANOS System through a direct comparison of assays for 
CRP at a broad range of known levels assayable by the current 
standard. As referenced in Section 1.1, the “THERANOS 
System" jis the system comprising the CABS, Reader(s), 
Cartridges, Assays (for the purposes of this agreement the 
assay is CRP) and any other components developed by or for 
THERANOS facilitating the operation of any of the foregoing, 
alone or in any combination. As used above,: (a) “Assay” 
means any method used for the detection of an analyte (e.g. 4 
blomarker) or muitiplexed set of analytes and/or measuring 
their concentration in a matrix, including, without limitation, 
human blood; (b) “Cartridge” means THERANOS' analytical 
Chips containing biological fluid processing technology and 
assays to measure, among other matters, the concentration of 
specific analytes, including biomarkers in a biological fluid 
samplo; (c) "Reader® means THERANOS' device capable of 
running Cartridges, extracting data from a Cartridge or other 
analytical device, transmitting data to a database hosted by 
THERANOS, communicating with authorized partiss and 
providing analytical Information; and (d)"GABS" means 
THERANOS’ ambulatory bioinformatics — cornmunication 
system, database, analytical engine, algorithms and 
methodologies, and related statistical and other analysis 
methods, data repositories and technologies (for the purpose of 
this agreement, CABS Is customized to profile patients whose 
CRP data Is generated in parallel by current gold-standards). 


22.2 The project parameters are as follows: 
“ Project: ACZ885 — Pediatric Study 
“ Cartridge Analytes: Single Cartridge: CRP 
“* Sample Types: Venous draw — whole blood 
Sites (Number) - Location: 4 - UK, France, 
italy, Nether'ands * 


“ — Total Number of Participants: Up to 26 
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* Number of Time Points: Up te & time-points / 
Participant / month 

“ Number of Cartridges: 120+ 

“Number of Readers: up to 9 

% Maximum number of concurrent users on web- 
porta: Unlimited for Novartis or hospital 
employees 

“Length of Participant Participation: TBD based 
on mutual agreement on the available reviewed 
results 

% — Localization/Languages for Translation: English 

* Touch Screen and/or Web __ interface 
Customization: NOVARTIS-specific Theranos 
Feedback Survey 

“Data Infrastructure: Purchase and configura a 
unique Novartis-specific server and database 

% Expected Start Date (First Participant in); June, 
2008 

*% Expected End Date (Last Participant Out): Trial 
end date is currently planned for March 2009, 

* Total Duration of Services: TBD based on 
mutual agreement on the available reviewed 
results 

* — Investigator Meeting (“IM”) Date and Location / 
Callbration Start : TBD based on obtaining any 
required approvals from local ethics committees 
and/or appropriate agencies. 


22.3 Theranos will provide the following services pre- 

deployment: 

“* Flefine project specifications with NOVAATIS. 

% Assign Project Manager(s). 

%  Transter blinded patient and clinician IDs for set-up in 
touch-screen and CABS portals (where avallabie). 

% Transfer to THERANOS assay-specific information, 
materials, and other relevant data (callectively, 
“Assay Specifications”). 

* Collaborate with NOVARTIS to create a Project plan 
to ensure that timelines are accurately 
communicated and met. 

Plan for THERANOS System training session (as 
described below). 

* Design, develop, program, test and validate 
NOVARTIS-specific CABS portal to captura 
Particioant Data and display program progress and 
user feedback. 

Initial setup of accounts and secure access privileges 
for all parties who will be authorized to access CABS 
(collectively, “Users’). 

% Specify Project-related workflow. 

“Set-up and secure NOVARTIS-specific database and 
server. Participant Data will be accassible and 
retained only for the duration of the Project as 
defined in project parameters above. Participant 
Data once the study is complete shall be purged from 
NOVARTIS-specific database and server. 

** Customize and validate Project-specific Cartridges to 
Assay Specifications. 

“+ Customize and validate touch-screen interface. 
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“Develop and deliver customized training’ course, 
in-person training of site staff and COMPANY staff at 


the IM. 
22,4 THERANOS will provide the following services post- 
deployment: 
* Data Delivery & Transfer 
o During the Project, Users will have 


permission-based access to view ali data, 
as well as on-demand ASCII/Excel (CSV) 
data transfer via CABS. 

o Cumulative data transfers can be executed 
by NOVARTIS at any time via the Export 
Utility in the Data Dellvary component of 
CABS. 

* — Client Infrastructure and Technical Support 

o Provide relevant THERANOS System set- 
up material(s). 

o Set up Readers on-sita(s). 

o Provide and manage the web portals to be 
used by COMPANY in connection with the 
Services provided under this Statement of 
Work, 

o Work with COMPANY to customize 
systems for the appropriate international 
telecommunications infrastructure to 
successfully transmit Participant Data. 

o Set up, administer, monitor, and 
troubleshoot web and database servers for 
duration of the Project. 

Create secure backup infrastructure. 

9 Provide second level technical support to 
the Project Support Center (described 
below). 

o Reasonably assist COMPANY with issues 
regarding network infrastructure setup 
related to the THERANOS System. 

© Troublashoot firewall, computer system, 
and connectivity issues relating to CABS. 

“ Project Support Center 

o During the Project, provide teleshone 
helpdesk support for COMPANY regarding 
the use of the THERANOS System’. 

o —_Live coverage 24x7 through THERANOS 
customer-care center. 

o Participants to call site - 
coordinator directly about ary 
non-THERANOS System issues. 


o 


22.5 Project Budget and Payment Terms 
% Services: 
o © Pre-Depioyment Sarvicas (as described 
above) 
«Training 


' The first two (2) hours of training at each clinical site by 
up to two (2) THERANOS representatives are included in the 
budget. Each additional hour of training will be billed to 
COMPANY at the rate of $150 per hour. 
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o Post-Depioyment Services (as described 
above) 
« — Projact Support 
a Data delivery, client 
infrastructure and technical 
support 
Product Delivery and Clinical Use: 

o = Development/Validation/Calibration/Custo 
mization of Readers, Cartridges, & 
multiplexed point of care assays 

o —_ Distribution, trial definition/project 
management, services 
configuration/software customization 
(CABS), set up of NOVARTIS and 
physician portals, real-time reporting, 
analytics, and Company-specific back-end 
database and server infrastructure 

o —_ International, multi-center, communications 
and data transmission infrastructure / 

o — International, multi-center, real-time patient 
monitoring 

Total invoiced: $65,000 

o Total Costs: $500,000 

o Goodwill Investment Flat Fae Applied: - 
($435,000) 

o Payment Schedule: Due upon execution of 
Agreement 

o ~All invoices not paid in sixty (60) days shail 
incur interast at tha rate of 1.5% per month 
unti! paid in full, All such interest shall be 
due and payable on demand. 

o@ Please note that should the scope, 
duration or parameters of this Project (a.g., 
requirements for configuration and/or 
support) change, associated fees may 
need to be revised and no Services will be 
provided for such new scope or 
parameters until the parties hereto amend 
this Statement of Work to reflect such 
changes. 

a For internationally based trials contract 
denomination will be in U.S. currency. 
Payments made to THERANOS will be 
made in U.S. currency. 


(The remainder of this page is intentionally left blank.) 
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Each party has caused this Agreement to be executed by its duly authorized representative as of the Effective Date. 


THERANOS, INC. Zhe. NOVARTIS PHARMA AG 
Accepted by aa Accepted by (signature) 


_mUMes 
Name, Name 
REEIDENT 4 CED 
Title Title 
Accepted by (signature) 
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SERVICES FRAME AGREEMENT 
Between 


Pfizer, Inc. and Theranes, inc 
December 15, 2006 
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This Agreement is entered into as of November 22, 2006 by and between Pfizer Inc, a 
Delaware corporation with a business address of 235 East 42nd Street, New York, NY 
10017 (together with its Affiliates “Pfizer”), and Theranos, Inc. with an office at 1430 
O’Brien Drive, Suite C, Menlo Park, California, 94025, USA. 


Whereas, Pfizer is a pharmaceutical company possessing proprietary and confidential 
information related to drug development and potential drug targets and biomarkers, and 


Wheveas, Theranos is a technology company possessing expertise in assay development and 
data collection; 


Whereas, both parties wish to enter into an evaluation of Theranos technology to determine 
its application to Pfizer’s drug development efforts; 


Now therefore, in consideration of the foregoing and mutual promises contained herein and 
to set forth a clear understanding of the mutual rights and obligations relating to it, the parties 
agree as follows: 


1. GENERAL SCOPE OF AGREEMENT 


1.1, Theranos will perform studies for feasibility, assay and informatics development, 
assay validation and sample measurement and other agreed services set forth in the 
Study Plan attached as Exhibit 1. Theranos will provide all personnel and equipment 
reasonably necessary to perform the Services. Theranos will not perform any work for 
Pfizer beyond the Study Plan without the prior written approval of Pfizer. 


1.2. The parties shali regularly communicate about all relevant matters with regard to the 
Study Plan, in a form and manner as the parties shall mutually agree. Theranos shall 
promptly inform Pfizer about any material unforeseen results, problems or difficulties 
with regard to the Study Plan which are reasonably likely to result in a significant 
delay in any timetable set forth in Exhibit 1. 


13.  Theranos warrants that its employees and permitted sub-contractors who are involved 
in performing the Study Plan will comply with the applicable obligations of Theranos 
hereunder. 


2. TERM OF AGREEMENT 


2.1, The Term of this Agreement will be until the conclusion of the Study Plan agreed in 
Exhibit 1, unless earlier terminated in accordance with Section 9 of this Agreement. 
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3. TEST SAMPLES 


3.) Subject to the provisions in Exhibit 1, Pfizer shall, at its own cost, deliver to Theranos 
free of charge certain Pfizer materials (the “Test Samples”), as mutually agreed. by the 
parties and specified in Exhibit 1. Pfizer shall deliver an amount of the Test Samples 
sufficient to enable Theranos to perform the Study Plan to which the Test Samples 
relate. 


3.2 Prior to receipt by Theranos of the Test Samples, Pfizer shall provide Theranos with 
any and all procedures and warnings which are known to Pfizer and are necessary 
and/or desirable to help assure the safe handling and use of the Test Samples. 
Theranos, however, accepts the Test Samples with the understanding ihat their 
hazardous and toxicological properties may not have been completely investigated and 
therefore are unknown. Theranos will handle the Test Samples accordingly and will 
inform Pfizer in writing of any adverse affects experienced by persons handling the 

' Test Samples. 


3.3. Theranos will use the Test Samples solely for the purpose of performing the Study 
Plan in Exhibit 1. In addition, Theranos shall not modify the Test Samples (except as 
agreed by the parties) or administer it to any animals or humans or supply the Test 
Samples to any third party other than an Affiliate or permitted sub-contractor, without 
the consent of Pfizer. Affiliate for the purpose of this Agreement shall mean any 
corporation or other business entity that is Controlled by, Controlling or under 
common Control with a party. “Control” for the purpose of this definition shall mean 
direct or indirect beneficial ownership of fifty percent (50%) or more of the voting 
interest in an entity, or the power to direct the management and policies of such 
corporation or other business entity, or such other relationship that in fact constitutes 
actual control. 


4, PAYMENT TERMS 


PAYMENT: Pfizer will pay to Theranos the sum of nine hundred thousand dollars 
($900,000.00) according to the following payment schedule: 


(i) Pfizer will pay to Theranos the sum of five hundred thousand dollars 
($500,000.00) within thirty (30) days of the execution of this Agreement. 


(i) Pfizer will pay to Theranos the sum of three hundred thousand dollars 
($300,000.00) upon submission of an interim report of assay development 
completion. 


(iii) Pfizer will pay to Theranos the sum of one hundred thousand dollars 
($100,000.00) upon receipt of a final report from Theranos. 
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(iv) After the execution of this Agreement, Pfizer will issue a purchase order 
number to Theranos. Theranos will invoice Pfizer for payment due to 
Theranos using the issued purchase order number. The purchase order number 
must appear on each invoice. Theranos will be responsible for invoicing Pfizer 
at the successful completion of each milestone listed above, including the first 
payment due upon execution of this agreement. 


Invoices should be submitted to: 


Strategic Alliances 

Pfizer Inc 

50 Pequot Avenue 

MS 6025-C4120 

New London, Ct. 06320 

Attn: Head of Development and Commercial Strategic Alliances 


5. INTELLECTUAL PROPERTY 


5.1. All information, data and writings, inventions and other intellectual property provided 
to Theranos by and/or on behalf of Pfizer in connection with this Agreement, in any 
form whatsoever, both tangible and intangible, which were owned by or licensed to 
Pfizer prior to being provided to Theranos, shall remain the sole and exclusive 
property of Pfizer (the “Pfizer Data’). Theranos shall acquire no right, title or interest 
in the Pfizer Data as a result of its performance of the Study Plan except as expressly 
provided in this Agreement. Pfizer hereby grants to Theranos a non-exclusive, 
worldwide, royalty-free license (including the right to grant sublicenses in accordance 
with this Agreement) to use any Pfizer Data that may be necessary or reasonably 
useful in connection with the performance of any work under the Study Plan. 


5.2. All information, data, writings, inventions and other intellectual property, in any form 
whatsoever, both tangible and intangible, owned by or licensed to Theranos prior to 
the commencement of this Agreement, or following the commencement date of this 
Agreement but prior to the commencement date of the Study Plan shall remai the 
sole and exclusive property of Theranos (“Theranos Background Technology”). For 
clarity, Theranos Background Technology shall include all inventions and other 
intellectual property relating to the Cartridges, the Readers, the ABCS and Theranos 
System, as each such term is defined in Exhibit. 2 attached to this Agreement and 
dated as of the date hereof. 


5.3 The ownership of any information, data, writings, inventions and other intellectual 
property developed by Theranos (or its employees and subcontractors) as a result of 
Theranos’ performance of the Study Plan shall be determined in accordance with the 
provisions of the Study Plan. 
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33. 


5.4, 


5.5) 


6.1. 


After completion of the Study Plan or the termination of this Agreement: (a) upon the 
request of Pfizer, Theranos shall return to Pfizer all Pfizer Data and any other items 
specified in Exhibit 1; provided that Theranos shall not be obligated to retum any 
Pfizer Data or other intellectual property assigned to Theranos by Pfizer under the 
Study Plan; and (b) upon the request of Theranos, Pfizer shall return to Theranos all 
Theranos Background Technology and any other items specified in Exhibit 2. 


Theranos represents that, to its knowledge, it owns or has the right to use all 
copyright, trademark, patents, and other intellectual property rights mcluded in 
Theranos Background ‘Technology which, as of the date of commencement of this 
Agreement, it intends to use to perform its obligations under this Agreement. 


Theranos shall acquire no right, title or interest in any of the trademarks, service marks 
or copyrights belonging to Pfizer, nor shall it be deemed to have made any trademark 
usage of any trademarks by the performance of any Services for Pfizer hereunder, 
except as expressly provided in this Agreement. 


CONFIDENTIAL INFORMATION/PUBLICATION 


Fach party (“receiving party”) agrees to maintain in confidence and not to publish, 
disclose or use for any purpose other than this Agreement, any and all confidential 
information, in any form whatsoever, disclosed by the other party (“disclosing party”) 
in connection with this Agreement (collectively for each disclosmg party, 
Information"). Information shall include without limitation all confidential 
information disclosed to a party by the other party’s Affiliates. The obligations under 
this Section 6 of non-disclosure and non-use shall not apply to the extent that: 


(a) Information of a disclosing party at or after such time that it is or becomes 
publicly available through no fault of the receiving party; 


(b) Information that is already independently known to the receiving party as 
shown by written records existing at the time of such disclosure, 


{c) Information at or after such time that it is disclosed to the receiving party by a 
third party with the legal right to do so; or 


(d) Information required to be disclosed by the receiving party pursuant to judicial 
process, court order or request of any governmental body, provided that the 
receiving party shall so notify the disclosing party sufficiently prior to 
disclosing such Information so as to permit the disclosing party to seek a 
protective order or otherwise prevent or restrict such disclosure. 


Notwithstanding the foregoing, a receiving party may disclose Information of 
the disclosing party to any of its Affiliates, employees, consultants, agents, or 
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6.2, 


6.3, 


7.1. 


7.2. 


any permitted subcontractors or sub-subcontractors relained to assist the 
receiving party in the performance of the Study Plan, on a need-to-know basis 
in accordance with the receiving party’s exercise of its rights or performance of 
its obligations under this Agreement, provided that the receiving party has first 
obtained written agreement from any such persons to maintain the 
confidentiality of, and not to use, such Information pursuant to terms not less 
strict than those set forth in this Agreement. 


Theranos shall not make any publications relating solely to the Study Plan or 
containing any Information about Pfizer products (“Pfizer Materials”) without Pfizer's 
written consent. 


Each party’s obligations under this Section 6 shall survive the expiry or termination of 
this Agreement for 10 (ten) years. 


PUBLICITY 


Neither party shall disclose that Pfizer has entered into this Agreement with Theranos, 
provided however that Theranos may disclose that Pfizer has entered into this 
Agreement to: (a) Theranos’s advisors, existing and potential investors and others on a 
need-to-know basis, in each case under obligations of confidentiality and non-use 
which are not less strict than those set forth in this Agreement 


Neither party will use, or authorise others to use, the name, symbols, or marks of the 
other party in any advertising or publicity material or make any form of representation 
or statement with regard to the Services which would knowingly constitute an express 
or implied endorsement by the other party of any commercial product or service 
without that other party’s prior written approval. 


INDEMNIFICATION: | Pfizer shall defend, indemnify and hold 
harmless Theranos, its employees, directors, trustees and officers, from 
and against any and all liability which it may incur by reason of Pfizer's 
use of the results of the work; provided, however, that Theranos shall 
indemnify Pfizer, its employees, consultants, directors and officers for 
any claims for injuries to persons or damages which occur on Theranos’s 
premises or premises under the control of Theranos while performing 
work. 


TERMINATION: Pfizer may terminate this Agreement with or without 
cause by giving forty five (45) days notice to Theranos in writing. If 
Pfizer terminates this Agreement, Pfizer’s only obligation shall be to pay 
Theranos for the work performed up to the date of termination and any 
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costs incurred to close down the project 


10. CONFORMANCE WITH LAW AND ACCEPTED PRACTICE 
10.1. Theranos shall perform the Study Plan: 
(a) In a timely and professional manner; 


(b) In conformance with that level of care and skill ordinarily exercised by other 
professional companies of a similar size and in similar circumstances; and 


(c) In compliance in all material respects with all applicable laws, regulations and 
guidelines relating to the Study Pian. 


10.2, Theranos warrants that it presently has not, and shall not for the term of this 
Agreement and any mutually agreed extension thereof, grant to any third party rights in 
Theranos Background Technology that are inconsistent with the rights granted to 
Pfizer under this Agreement. 


10.3. EXCEPT AS OTHERWISE EXPRESSLY SET FORTH IN THIS AGREEMENT 
OR ANY WORK ORDER, THERANOS MAKES NO REPRESENTATIONS OR 
WARRANTIES OF ANY KIND, EITHER EXPRESS OR IMPLIED, WITH 
RESPECT TO THERANOS BACKGROUND TECHNOLOGY, OR THE 
SERVICES OR ANY ITEMS OR WORK PRODUCT PROVIDED UNDER ANY 
WORK ORDER, INCLUDING WARRANTIES OF MERCHANTABILITY, 
FITNESS FOR A PARTICULAR PURPOSE, VALIDITY OF ANY 
INTELLECTUAL PROPERTY OF THERANOS OR NONINFRINGEMENT OF 
ANY INTELLECTUAL PROPERTY RIGHTS OF THIRD PARTIES. 


11. SUBCONTRACTORS 


Theranos shall not retain any sub-contractor to assist Theranos in performing the 
Study Plan without the prior written approval of Pfizer, such approval not to be 
unreasonably withheld. Any such approval shall not relieve Theranos of its obligations 
under this Agreement. 


12. INDEPENDENT CONTRACTOR 


12.1. Theranos shall perform the Study Plan as an independent contractor and, as such, 
neither Theranos nor its employees shall be entitled to any benefits applicable to 
employees of Pfizer. 
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12.2. 


13. 


14. 


15. 


16. 


Neither party is authorised or empowered to act as agent for the other for any purpose 
and shall not on behalf of the other enter into any contract, warranty or representation 
or commitment of any kind as to any matter, without the prior written approval of the 
other party. 


ENTIRE AGREEMENT 


This Agreement, and the attached Exhibits 1 and 2 attached hereto, represent the 
entire agreement and understandmg of the parties with respect to the subject matter 
hereof and supersedes all prior discussions, agreements and writings in respect hereto. 
None of the terms of this agreement shall be amended except in writing signed by both 
parties. 


SEVERABILITY 


The invalidity, illegality or unenforceability of any term or provision of this Agreement 
shail not affect the validity, legality or enforceability of any other term or provision 
hereof and such invalid, illegal or unenforceable provision shall be reformed to 
comply with applicable law or stricken if not so conformable. 


ASSIGNMENT 


Neither party hereto may assign or transfer any of its rights or obligations under this 
Agreement without the prior written consent of the other party, which consent may not 
be unreasonably withheld: provided that, without such consent, either party may 
assign this Agreement in connection with the transfer or sale of all or substantially all 
of its assets or business to which this Agreement relates or its merger or consolidation 
with another company. Pfizer may assign this Agreement in whole or in part to any 
Affiliate without the consent of Theranos, and shall provide written notice to Theranos 
promptly following any such assignment. No assignment shall relieve either party of 
the performance of any accrued obligation which such party may then have under this 
Agreement. Any assignment or transfer of this Agreement, or any of a party’s rights 
or obligations hereunder, in violation of this Section 15 shall be void. 


WAIVER 


Any term of this Agreement may be waived only by a written instrument executed by a 
duly authorized representative of the party waiving compliance. No waiver of any 
term, provision or condition of this Agreement whether by conduct or otherwise in 
any one or more instances shall be deemed to be or construed as a further or 
continuing waiver of any such term, provision or condition, or of any other term, 
provision or condition of this Agreement. 
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17. FORCE MAJEURE 
Neither party shall be liable for non-fulfilment of its obligations hereunder if such non- 
fulfilment is due to strikes, riots, war, invasion, acts of God, fire, explosion, floods, 
acts of government agencies (other than such acts which are the result of an act or 
omission of the party seeking to rely upon this Section 17), judicial action, labour 
disturbance and/or any other event beyond that party’s reasonable control. 


18. APPLICABLE LAW AND VENUE 


This Agreement shall be governed by, and construed in accordance with the laws of 
New York, except as they relate to the conflict of laws. 


IN WITNESS WHEREOEF, the parties hereto have caused this Agreement to be executed by 
their respective duly authorized representatives as of the day and year first above written. 


PFIZER, Inc. THERANOS, INC. 


Dab Had 
(si gnature) 


VA ARET MES 


(name printed) 


/ 


diy = {UEADENT §_CED 
Weems (1, put title) 
ON DELEMBEZ \110O., 
(date) 
8 
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Exhibit 1—Study Plan fer the Technical Assessment of 
Theranos System 


Pfizer is sponsoring a technical assessment of the Theranos System by utilizing cartridges designed to run assays 
for VEGF and PLGF. The Theranos System will be incorporated into the study outlined below. 


Goals of Study: 


1. Generate preliminary data on VEGF and PLGF trends in cancer patients while assessing the’use of 
the Theranos System in the hands of clinicians and patients. 

Obtain feedback and recommendations from clinical staff. 

Assess the use of the Theranos System in the hands of ambulatory patients at home. 

Assess the Anibulatory Bioinformatics Communications System including the physician and patient 
web portals as well as the data reports generated. 


By 


‘the details of this proposed protocol follow: 
1. Oncology Center(s): Up to 3 Sites 


2. Expected Start Date: December, 2006 


3. Type of Study: On-site/In-home, Open Label, data comparison; current standard laboratory 
measurements vs real-time measurements using the Theranos System. Blood is monitored at baseline 


and periodically during the study. 


4. Patient Profile: 60 patients with confirmed solid-tumor cancers such as colorectal, renal, NSCLC, etc. 
Patients should represent the spectrum of patients from adjuvant through to stage 4. For this study, a 
minimum of 10 adjuvant patients should be recruited. 

5. Indication: Cancer (Confirmed solid-tumor cancers including colorectal, renal cancer, GIST, NSCLC. 


Etc.) 
6. Inchusion/Exclusion Criteria: TBD with Investigator(s) 
7. Estimated Duration: 14 data points as per Table 1 
8, Number of Patients: Total 60 (maies and females) 
9. Number of Readers: 72 (1 Reader per patient per site plus 12 extra for use in clinic 


10. Number of Cartridges: Total of 1140 cartridges, 
a, 17 cartridges per patient protocol = 840 total 
b. 3 extra cartridges per patient = 210 
c. 2 extra cartridges per patient at clinic = 140 


11, Statistics: a) Plot/Correlation between levels of soluble selected biomarkers using the Theranos System 
and the conventional laboratory (ELISA or other) method; b) integrated analysis of real time datz, 
patient diary inputs, and static information in the patient record. 


12. Other Requirements: 
a. Where available, results of paticat PET scans will be collected within the ABCS system. 


b. Each patient involved in the pilot will be sent home with a Reader and individual cartridges. 
The clinical personnel will need to use the supplied. bar code scanner to scan the individual bar 
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( codes for each cartridge and link it with a patient ID which will be entered via a screen within 
ABCS. The patients will also be supplied with the appropriate number of lancets and alcohol 
wipes. A tote bag will be supplied for each patient to carry their cartridges and accessories 
home. 


Clinical Trial Design - The following clinical trial design will be incorporated into an approved. protocol. 


Prior to Study Initiation 
1. Clinical Site will recruit patients for participation in this clinical trial. Upon agreement to participate 
the patients will heve a venous blood draw sent to the laboratory for conventional evaluation. The 
frozen sample, the raw data and analyte concentrations from the laboratory evaluation should be sent to 
"fheranos prior to the initiation of the study for creation of calibration curves. 


Pilot Study 


1. On the first clinic visit clinical personnel will draw venous blood from the patient and send the blood to 
the laboratory for conventional evaluation. 


2. The designated clinical personnel will then demonstrate to the patient how to use the Theranos System. 
Designated clinical personnel will oversee the patient as they use a lancet to draw blood through a 
finger prick, use the Cartridge to draw in the blood sample and insert the cartridge into the reader. 
While the reader rns the analysis on that cartridge, the patient will be provided a Patient User Manual 
and instructed on the other aspects of their clinical trial and their therapies. The patients will also be 
taken through how to access the web site and the patient diary and how to record required information. 
After going through the patient diary, patients will retum to the reader, dispose of the Cartridge and 
then use a second the Cartridge by repeating the process of drawing a blood sample and inserting the 
cartridge into a reader. Each patient will then leave the clinic with a Theranos reader and eight 
Theranos cartridges. Results from the finger prick assays will be compared to results from the venous 
blood draw. 


3. ‘The patient will take all medications as prescribed, and will record the following information into the 
patient diary (Appendix A) each day: 
a. Medicines taken inchading time of day and dose 
b. Overall health assessment: how do they feel that day and are they experiencing any side effects 
c. The Patient Diary will be finalized with Pfizer prior to the iniliation of the study. 


4, On Day 4 each patient will utilize the Theranos System as trained in step #3. The cartridge will be used 
to draw in the blood sample and cartridge with blood will be inserted into the reader. After the reader 
performs the analysis, the patient will dispose the used cartridge. 


5. On Day 7, 10, 13 and 16 the patient will repeat this process 

6. On Day 19 each patient will return to the clinic where clinical personnel will do a venous blood draw 
for analysis in the lab and will oversee the patient taking a finger stick and inserting the cartridge into 
the Theranos Reader for comparison to the laboratory test. 

7. On Day 37, the patient will return to the clinic for their final visit as part of this study. The patients 
will return with their reader and will utilize a finger stick for the Theranos System and patients will 


have a final venous blood draw. 


The complete outline of the patients monitoring provess is laid out in the following table. 
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Table 1: Data Points for Clinical Monitoring using Theranos System (TS) and Laboratory (ELISA) 


Home 
’ "Home 
Home 
Tome | 
Home ees 


“UTS cavicidge ELISA. 


“VTS:¢artridde ELISAS* 


Deliverables 


]. Theranos System Evaluation 
a. Investigators — Clinic participants in the assessment will be asked to complete an evaluation of 


the Theranos System upon completion of the study. A draft of this questionnaire will be 
developed and approved by Pfizer prior to the initiation of the study. 

b. Patients — Patients will be asked to complete an evaluation of the Theranos System upon 
completion of the study. A draft of this questionnaire is attached in Appendix B but will be 
finalized and approved by Pfizer prior to the initiation of the study. 


2. Theranos will provide a study report at the conclusion of the assessment. This report will include: 
a. Complete review of the data generated in aggregate and by patient sub-types such as cancer 
type, sex, etc. 
b. Integrated patient information including time of day when monitoring was performed, other 
medications, overall health rating, ete. 
c. Assessment of the technical performance of the Theranos System including the following 
metrics: 
i. Wireless Transmission - % success, identification of problems and solutions 
ii, Overall, performance of the Theranos System determined by customer service log 
maintained during the assessment. 
iii, Patient Compliance versus protocol. 
d. Summary of patient and clinical team assessment of Theranos System. 
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Initial Questionnaire — Completed by Clinic Staff 

1. Please fill in the following information: 
Patient Age 
Patient Height 
Patient Weight. 
Demographics 

1. Caucasian 

Black 
Hispanic 
Asian 
Other 


BPs 


wok wp 


Which of the following best describes your smoking status? 
Tsmoke daily 

I smoke occasionally 

[don’t smoke now, but [used to 

Thave tried it a few times, but never smoke regularly 
Thave never smoked 


eBogE 


Every day 

4.6 times per week 

1-3 times per week 
Monthly or less 

T don’t drink alcohol at all 


ceo sp 


a, 


How often do you exercise: 
a. Every day 
b. 4-6 times a week 
c. 2-3 times a week 
d. Once a week 
e. Less than once a month 
£ Never 
What is the primary diagnosis the patient is being treated for: 
Colorectal Cancer 

i. Adjuvant 

ii. Metastatic 

1. Stage? Uf, ILIV 


a. 


b. GIST 
1; 
ii. 


Adjuvant 
Metastatic 
1. Stage? II, ILIV 
Renal Cancer 
i. Adjuvant 
ii, Metastatic 
1. Stage? TI, ILIV 
d. Breast Cancer 
i, Adjuvant 
ii, Metastatic 
1. Stage? Ti, IL. IV 


c. 


( e. NSCLC 
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How often do you usually have an alcoholic drink of any kind? This includes wine, beer and spirits. 
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i, Adpivant 
li. Metastatic 
1. Stage? II, WH. 1V 


i. Adjuvant 
ii, Metastatic 
Metastatic 

1. Stage? I, Uf. IV 
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2. Please check all the medications the patient is currently being given: 


sa gor 7 
fluorouracil 


Camptosar 


irinotecan/CPT-11 


Eloxatin 


oxaliplatin 


Gemzar 


gemcitabine 


Hycamtin 


Topotecan. 


Paraplatin 


carboplatin 


Xeloda 


Capecitabine 


leucovorin 


Other Chemotherapy 


General Therapies 


Anastrozole_ 


Avastin, 


Bexxar 


Erbitux = cetuximab 
Gleevec 
Herceptin Gemcitabine 

_Tressa Gefitinib 
Nexavar sorafenib 

| Revitind LENALIDOMIDE 
Sutent sutinib malate 
Tarceva se es ae Enlotinib . 

| Taxotere Docetaxel 
Velcade Bortezomub 


Other General ‘Iherapies 


Supportive Care 


Advil/other 


Ambien/Lunesta/other sleep aids 


ibuprofen _ 


Anzainent_ ee dolasetron ; 
Aranesp Erythropoictin _ 
_ Aspirin. eens ie __. | 
_Epogen _| Exythropoictin | 
Kytril granisetron — | 
Neulasta pegfligrastim 
Neupogen _ Seer a 7 
Paxil/other antidepressants t— 
Procrit 7 | Brytbropoictin 
Tylenol/other acetaminophen 
Zofan . ondansetron 
Other Supportive Care 
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Daily Questions 


1. Onascale of 1 to 10, how do you feel today? 


Very Good 


10 9 8 7 6 5 4 3 2 1 Poor 


2. Please check if you have any of these complaints today: 


f 


DPR me aos 


Fieadache 
Nausea 
Body Pain 
Dizziness 


Reaction at infusion site 


Fatigue 
Depressed 


Shortness of breath 
Decreased appetite 
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3. Thinking about your health today, which of the following statements best describe your usual activities 
such as work, family or leisure activities. 

T have no problems with performing my usual activities 

Thave some problems performing my usual activities 

Tam unable to perform my usual activities 


j. 
k. 
I 
4, Did you exercise in the last 24 hours? 
m. No 
n. Yes 


1. What kind of exercise did you do? Mark all that apply 


® © © © @ @ @ 6 & 


Walk 
Rurv/Jog 
Bike 
Swim 
Weights 
Yoga 
Pilates 
Golf 
Tennis 
Other 


2. How long did you exercise? 


Less than 30 minutes 
30 minutes to 1 hour 
Over | hour 
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5. Please indicate the medications you took/reccived today and the time you took each medication. 


Chemotherapies 


5-FU il fhiorouracil ee 
Camptosar irinotecan/CPT-11 
Eloxatin oxaliplatin 
Gemzar et | gemeitabine 
Hycamtin Topotecan. . 
Paraplatin carboplatin 
Xeloda Capecitabine 

_| lencovorin _ 


Other Chemotherapy 


Anastrozole 


| arimidex 


Avastin 


bevacizuumab 


Bexxar 


Exbitux 


cetuximab 


Gleevec 


Herceptin 


T 


Gemcitabine 


Tressa 


Me bed eee Lite 
Gefitinib 


Nexavar 


sorafenib 


Revilimid 


Lenalidomide 


Sutent 


sulinib malate 


Tarceva 


| Exlotinib 


Taxotere 


| Docetaxel 


Velcade 


Bortezomib 


Other General Therapies 


Supportive Care 


Advil/other 


ara 


Ambien/Lunesta/other sleep aids 


_ibuprofen 


Anzament 


| dolasetron 


Aranesp 


| Erythropoietin 


Aspirin 
Epogen 


| Erythropoietin, 


Kytril 


| granisetron 


Neulasta 


_|_ pegtligrastim 


Neupogen 


_| Filgrastim 


Paxil/other antidepressants 


Procrit 


| Erythropoietin 


‘Tylenol/other 


| acetaminophen 


Zofran 


ondansetron 
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Appendix B— Patient Evaluation 


Thank you for participating in a study to evaluate the Theranos System. By utilizing the Theranos System you've 
been able to provide information to your physician that could support their decisions around your ongoing 


therapy. 


We would like to ask you a few questions about your use of the Theranos System. 


1. Overall, how casy was it to use the Theranos System? 


a. 


Very casy 

Somewhat casy 

Somewhat hard al first, but it got easier 
Very hard 


2. How would you rate the Patient User Manual? 


eae op 


Very informative, with clear directions 

Informative but some of the directions need to be clarified 
Not helpful at all 

Didn't read it 

Didn’t get a patient user manual 


3. How would you rate the training you received at the clinic prior to taking the System home? 


VeryGood 10 9 8 7 6 5 4 3 2 1 Poor 


4. How would you rate the Theranos System on the following attributes 
e Ease of use 


Very Easy 1009 8 7 6 5 4 3 2 1 Hard 


« Time Required 


Very little time 1¢ 9 8 7 6 5 4 3 2 1 Lots oftime 


« = Patient Diary 


Very easy to use 109 8 7 6 5 4 3 2 1 Hard to Use 


6 Drawing Blood 


Painless 1 9 8 7 6 5 4 3 2 1 Painful 


5. How well did the Theranos System work for you during the trial? 


a. 
b. 
& 


Very Well 
Okay 
Had problems 

i. What problem(s) did you experience? Mark all that apply 

1. Drawing blood 

Filling the cartridge 
Loading the cartridge 
Getting a cellular signal 
Getting onto the website 
Filling out the patient diary 
Other (please explain) 


NAURwp 
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ne oT 
ii. (For each problem) How were you able to resolve your problem on ? 
1. Figured out solution on my own 
2. Called clinic and they helped me 
3. Called Theranos Customer Care Center 
a. How would you rate the support you received? 
i. Excellent 
ii. Very Good 
iii, Good 
iv. Fair 
v. Poor 
b. How was your problem resolved? 
i. Customer Care Center talked me through the problem 
it. A replacement reader/cartridge was sent to me 
iii. Other (please explain) 
6. Overall, on a seale of 1 to 10 which process would you prefer to provide monitoring information to your 
physician? 
Prefer monitoring at home Prefer going to clinic 
10 9 8 76 5 43 2 «1 
| 
| 
| 
| 
19 
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SERVICES AGREEMENT 
This Services Agreement (this "Agreement”) is made effective as of 1° July 2008 (the “Effective Date") between 
AstraZeneca UK Limited, a Company incorporated in England under no, 3674842 whose registered office is at 15 Stanhope Gate, 
London, W1K 1LN, England (‘COMPANY’), and Theranos, inc., a Delaware corporation having its principle place of business at 3200 


Hillview Ave.Palo Alto, CA 94304("THERANOS"). 


In consideration of the mutual terms and covenants set forth herein, THERANCS and COMPANY hereby agree as follows: 


Ti DEFINITIONS. As used herein, the 
following terms have the meanings set forth below: 


1.1. “Affiliate” means with respect to a party, any person, 
corporation or other entity which, directly or indirectly through 
one cr more intermediaries, controls, is controlled by or is 
under common control with such party. As used in this Section 
1.1, "control" shall mean: (a) to possess, directly or indirectly, 
the power to affirmatively direct the management and policies 
of such person, corporation or other entity, whether through 
ownership of voting securitles or by contract relating to voting 
tights or corporate governance, or (b) direct or indirect 
beneficial ownership of at least fifty percent (50%) (or such 
lesser percentage which is the maximum allowed to be owned 
by a foreign corporation in a particular jurisdiction) of the voting 
securities in such person, corporation or other entity. 


1.2: “TheranOS” (Theranos Operating System) means 
THERANOS’ ambulatory bioinformatics © communication 
sysiem, database, analytical engine, algorithms and 
methodologies, and related statistical and other analysis 
methods, data repositories and technologies. 


1.3. "Cartridge" means THERANOS' analytical chips 
containing biological fluid processing technology and assays to 
measure, among other matters, the concentralion of specific 
analytes, including biomarkers in a biological fluid sample. 


1.4. "COMPANY Contractors" mean independent 
contractors which are bound by written agreements or other 
legally enforceable obligations to maintain Confidential 
information of THERANOS as confidential to the same extent 
as the Company is obligated hereunder. 


1.5. “Participants” mean patients who are the subjects of 
the Project and who use the Theranos System. 


1.6. "Project" means the project related to the protocol 
titled [The Assessment of Diurnal Variation of Serological 
Biomarkers of Cell Death in Healthy Controls] in connection 
with which Theranos will carry out the tests, studies and other 
activities set forth in Schedule 1. 


1.7. "Reader" means THERANOS' device capable of 
running Cartridges, extracting data from a Cartridge or other 
analytical device, transmitting data to a database hosted by 
THERANOS, communicating with authorized parties and 
providing analytical information. 


1.8. “Software” means computer programs, object code 
and related materials, in machine readable or printed form, of 
THERANOS and its licensors, as further described in Section 
5.1, provided under this Agreement, including any upgrades or 
updates thereto that THERANOS may provide from time to 
tire. 


1.9; “THERANOS System" means, collectively, the 
system comprised of TheranOS, Reader(s), Cartridges and any 
other components developed by or for THERANOS facilitating 
the operation of any of the foregoing, alone or in any 
combination. 


1.10. "Users" means individuals, other than Participants, 
who are designated by COMPANY to have access to 
TheranOS and who are properly trained end users of the 
Theranos System. 


1.11. In addition, each capitalized term used in this 
Agreement and not defined in this Article 1 shail have the 
meaning given to such term in the relevant section of the body 
of this Agreement. 


2. SERVICES 


COMPANY hereby retains THERANOS on a non- 
exclusive basis commencing as of the Effective Date to provide 
the services as are set out in Schedule 1 (the "Services") for 
the execution of the Project 


3. COMPENSATION AND EXPENSES 


As compensation for Services hereunder, COMPANY 
shall pay THERANOS the amounts specified in Schedule 2. 
COMPANY will reimburse THERANOS for ail travel, shipping 
costs, and cther reasonable out-of-pocket expenses incurred 
by THERANOS personnel in providing the Services, subject to 
such guidelines or limitations as may be set forth in Schedule 
2, COMPANY shall be responsible for and pay all local, state, 
federal, or foreign sales, use, excise, personal property, value 
added, GST or other similar taxes or duties, other than taxes 
based on the net income of THERANOS. 


4, PUBLICITY 
Neither party shall disclose the terms of this Agreement or 


the Project to any third party without the other party's prior 
written approval, except to company employees, advisors 
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(including financial advisors, attorneys and accountants), 
potential and existing investors, potential acquirers and others 
on a need to know basis, in each case under circumstances 
that reasonably protect the confidentiality thereof. Such 
obligation shall not apply to disclosures which either party is 
required by law to make, provided that the disclosing party 
shail notify the other party of any such disclosure prior to such 
disclosure and will use commercially reasonable efforts to 
secure confidential treatment of this Agreement or such terms 
required to be disclosed. Neither party shall use the name, 
logos, trademarks or service marks of the other party in any 
publicity, advertising or disseminated information without such 
other party's prior written approval, except that THERANOS 
may list COMPANY as a client of THERANOS. 


5. ACCESS TO SOFTWARE AND USE OF 
TheranOS 
5.1. In support of the Services, THERANOS may make 


available to COMPANY certain Software as a part of 
TheranOS. Such Software may include, without limitation, (a) 
Software installed on Readers ("Firmware") and (b) online or 
offline software services or products related to TheranOS which 
may be accessed through the Readers or at a designated 
website or IP address, disc, programs or other designated 
location ("Client Accessible Software"). 


5.2. THERANOS hereby grants to COMPANY a non- 
exclusive, non-transferable, non-sublicensable license to use 
Firmware as incorporated into, and solely for use in connection 
with, Readers by Participants, COMPANY employees and 
COMPANY Contractors and otherwise in accordance with the 
terms of this Agreement, and only for the term of the Project for 
which such Firmware is made available under this Agreement. 


5.3, THERANOS hereby grants to COMPANY a non- 
exclusive, non-transferable, non-sublicenseable license to use 
the Client Accessible Software for the purpose for which it is 
made available to COMPANY and otherwise in accordance 
with the terms of this Agreement, and only for the term of the 
Project for which such Client Accessible Software is made 
available under this Agreement. COMPANY shail nat allow 
access to the Client Accessible Software by more than the 
number of concurrent Users indicated for the Project as set out 
in Schedule 1. 


5.4. THERANOS and its licensors shall at all times retain 
sole and exclusive ownership of all Software and, as between 
the partles, all Software is Confidential Information of 
THERANOS, COMPANY shall use commercially reasonable 
efforts to prevent unauthorized access to, or use of, the 
Software, and notify THERANOS promptly of any such 
unauthorized use. COMPANY shall not: (a) disassemble, 
decompile or otherwise reverse engineer the Software, (b) 
modify, copy, sell, rent, transfer, reproduce or distribute the 
Software, except as specifically provided for in Schedule 1, (c) 
use the Software to provide processing services ta third parties 
or otherwise use the Software on a "service bureau" basis or 
(d) create Internet "links" to or from the Software, or "frame" or 
“mirror” any of COMPANY's content which forms part of the 
Software. COMPANY shall at ail times comply with terms and 
conditions applicable to third party software provided with the 
Software, THERANOS reserves all rights in the Soflware not 
expressly granted herein. 
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6. USE OF DEVICES 


6.1. In connection with the Services, THERANOS may 
make available to COMPANY certain equipment, including but 
not fimited to Readers and Cartridges (collectively, the 
’Devices"). Each Device will be provided to COMPANY upon 
the terms set forth in Schedule 1. 


6.2. Devices shall only be permitted to be used by (a} 
COMPANY employees and COMPANY Contractors and (b) 
Participants. COMPANY agrees to take all reasonable steps to 
protect the Devices from theft or use contrary to the terms of 
this Agreement. COMPANY agrees not to disassemble or 
otherwise reverse engineer the Devices or any component 
thereof. COMPANY is not authorized to sell, rent, transfer, 
license, or distribute the Devices, except as specifically 
provided in this Agreement or Schedule 1. 


6.3. Unless the Devices are purchased by COMPANY: (i) 
THERANOS shail at all times retain ownership of the Devices, 
(ji) COMPANY shall keep the Devices free of ail security 
interests, liens and other encumbrances, (iii) COMPANY 
assumes the entire risk of loss, damage, theft or destruction of 
the Devices while they are in the possession of COMPANY and 
during transportation to and from COMPANY's premises (or 
other mutually agreed premises) and shall pay the full cost of 
any Devices not returned in accordance with section 6.4, (iv) 
COMPANY shail adequately insure the Devices against loss or 
damage while such Devices are in the possession or contro! of 
COMPANY and (v} COMPANY shall permit any authorized 
representative of THERANOS to inspect the Devices, at any 
time prior to the return of such Devices in accordance with 
Section 6.4, at COMPANY’s facilities or any other location at 
which the particular Project is being conducted. 


6.4, Untess the Devices are purchased by COMPANY , no 
later than ten (10) days after the earlier of completion of the 
Project or the date of termination of this Agreement, 
COMPANY shall, at its own cost, return to THERANOS the 
applicable Readers and Cartridges (other than Cartridges 
which have previously been consumed and properly disposed 
of), and COMPANY shall furnish THERANOS with a certificate 
signed by an executive officer of COMPANY verifying that the 
same has been done. In the event of such completion or 
termination, as applicable, THERANOS shall have the right to 
enter COMPANY's premises for the purposes of repossessing 
such Devices, and COMPANY hereby consents to such entry. 
THERANOS shail be entitled to receive from COMPANY all 
collection costs, including attorneys’ fees, incurred in the 
enforcement of its rights under this Article 6. Such Devices 
shail be returned in as good a condition as when they were 
shipped to COMPANY, ordinary wear and tear excepted. 
COMPANY shall cause all Participants to sign an agreement 
indicating they will return all Devices at the end of their 
participation in the Project. 


7. CONFIDENTIALITY 
7.1. Except to the extent expressly authorized by this 


Agreement, or otherwise agreed by the parties in writing, the 
parties agree that the receiving partly (hereinafter called 
"Recipient”) shall keep confidential and shall not publish or 
otherwise disclose or use for any purpose other than as 
provided for in this Agreement any confidential or proprietary 
information or materials furnished to it by the other party 
(hereinafter called "Donor’} pursuant to this Agreement which 
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if disclosed in writing or tangible form are marked as 
"Confidential" or “Proprietary” or with some similar designation 
at the time of disclosure and if disclosed orally are surnmarized 
and identified as confidential in a written notice to Recipient 
within thirty (30) days after the initial disclosure thereof 
(collectively, "Confidential Information") given the 
understanding that failure to do so does not constitute a 
designation of non-confidentiality, when the confidential nature 
is apparent from context and subject matter. Notwithstanding 
the foregoing, Confidential Information shall not be deemed to 
include information or materials to the extent that it can be 
established by written documentation by Recipient that such 
information or material: 


TAA. was already known to or possessed by 
Recipient, other than under an obligation of confidentiality, at 
the time of disclosure; 


7.12. was generally available to the public or 
otherwise part of the public domain at the time of its disclosure 
to Recipient; 


7.1.3. became generally available to the public or 
otherwise part of the public domain after its disclosure and 
other than through any act or omission of the Recipient in 
breach of this Agreement; 


7.1.4... was independently developed by Recipient 
as demonstrated by documented evidence prepared 
contemporaneously with such independent development; or 


7.15. was disclosed to Recipient, other than 
under an obligation of confidentiality, by a third party who had 
no obligation to Donor not to disclose such information to 
others. 


7.2. Recipient may use and disclose Confidential 
Information of Donor as follows: (a) under appropriate 
confidentiality provisions substantially equivalent to those in 
this Agreement in connection with the performance of 
Recipient's obligations or exercise of Recipient's rights granled 
under this Agreement; and (b) to the extent such disclosure is 
reasonably necessary in filing for, prosecuting or maintaining 
patents, copyrights and trademarks (including applications 
therefor), obtaining regulatory approvals, prosecuting or 
defending litigation or complying with applicable governmental 
regulations or is otherwise required by applicabie law, 
provided, however, that if Recipient is required by law to make 
any such disclosure of Donor's Confidential Information it will 
give reasonable advance notice to Donor of such disclosure 
fequirement and, except to the extent inappropriate in the case 
of patent applications, will use commercially reasonable efforts 
to secure confidential treatment of such Confidential 
Information required to be disclosed. Confidential Information 
shall remain the property of Donor. 


7.3: For clarity, the parties agree and acknowledge that 
THERANOS' Confidential! information includes without 
limitation information disclosed by THERANOS to COMPANY 
relating to THERANOS' monitoring and bioinformatics systems 
and equipment, including the THERANOS System or any part 
thereof. 


TA, Upon Donor's request, Recipient shall immediately 
return or destroy any of Donor's Confidential Information in 
Recipient's possession or control, other than such Confidential 
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Information as Donor is entitled to retain hereunder for use 
following expiration or any termination of this Agreement, 
provided, that Recipient shall be entitled to retain one (1) 
archival copy of such Confidential Information for the sole 
purpose of determining Recipient's obligations under this 
Article 7; provided, further, that nothing in this Section 7.4 shall 
be deemed to modify or otherwise limit COMPANY’s 
obligations under Section 6.4. 


3. COMPANY PROPERTY 


B.0 For the avoidance of doubt, all COMPANY background 
intellectual property and know-how existing as of the Effective 
Date and used in connection with the Project including that 
directed to COMPANY Compound shall remain the property of 
COMPANY. Except for the licenses granted to THERANOS 
pursuant to Sections 8.2 and 8.3, nothing in this Agreement 
shall transfer those rights to THERANOS. 


8.1. As between COMPANY and THERANOS and to the 
extent permitted by law, (a) all data regarding Participants in 
the Project ("Participant Data”), and (b) all inventions, 
methods, discoveries and other proprietary information directed 
to COMPANY Compound (including, the composition of matter, 
method of manufacture or use thereof) and their applications 
are and shall be the sole and exclusive property of COMPANY 
and shall be maintained as Confidential Information of 
COMPANY, subject to the terms of this Agreement. 


8.2. COMPANY hereby grants to THERANOS a non- 
exclusive license under any intellectual properly rights owned 
or controlled by COMPANY relating to COMPANY Compound 
that may be necessary or useful in connection with 
THERANOS’ performance of the Services solely for the 
purposes of performance of the Services in accordance with 
and during the term of the Project and for no other purpose 
whatsoever. 


8.3. In addition, COMPANY hereby grants to THERANOS 
the rights to integrate, use and disclose Data (as defined 
below) in TheranOS, provided that THERANOS does not 
disclose, and any resulting analyses generated by TheranOS 
do not contain, any personally identifying information regarding 
individual Participants or any information identifying COMPANY 
or COMPANY Compound, except in connection with the 
provision of any Services to COMPANY under this Agreement. 
For the purposes of this Section 8.3, “Data” means any data 
generated by Theranos from or in connection with the 
biological fluid placed onto the Cartridges(s) by Participants or 
Jand Users, and COMPANY CPU (Glinical Pharmacology Unit) 
staff and for the avoidance of doubt it is hereby confirmed that 
Data is included in Participant Data. 


9. THERANOS PROPERTY 


9.0 For the avoidance of doubt, ali THERANOS background 
inteliectuat property and know-how existing as of the Effective 
Date and used in connection with the Project shall remain the 
property of THERANOS, Except for the licenses granted to 
COMPANY pursuant to Sections 5.2, 5.3 and 6, nothing in this 
Agreement shall transfer those rights to COMPANY. 


9.1. As between COMPANY and THERANGS, all 
inventions, methods, discoveries and other proprietary 
information developed during the execution of the Services 
during the term of this Agreement and thereafter whether by 
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COMPANY or THERANOS, or by the parties jointly, directed to: 
(a) any part or the whole of the THERANOS System or any 
improvements thereto, including, without limitation, the 
TheranOS' analytical engine and any results thereof, as well as 
any Cartridges customized for use in connection with the 
Project subject to COMPANY’s rights in and to COMPANY 
Compound or (b) the generation of assays for use in 
conjunction with the THERANOS System subject to 
COMPANY ’s rights in and to COMPANY Compound, shail be 
the sole and exclusive property of THERANOS. COMPANY 
shall promptly disclose to THERANOS in writing any 
inventions, methods, discoveries and other proprietary 
information described in the preceding sentence, and 
COMPANY hereby assigns to THERANOS any right, title or 
interest it may have in such inventions, methods, discoveries 
and other proprietary information, including all intellectual 
property rights therein. COMPANY will provide Theranos with 
all necessary documentation at Theranes cost to allow for the 
provision of Clause 9.1. 


9.2. At THERANOS' request, COMPANY shall provide to 
THERANOS any data regarding the use, functionality or 
operation of the Cartridges, Readers or any other aspect of the 
THERANOS System generated in connection with this 
Agreement. Notwithstanding anything to the contrary in this 
Agreement, THERANOS shail have the right to use and 
disclose any data described in the preceding sentence to 
further develop, use, make, have made, sell, market or 
otherwise exploit any aspect of the THERANCS System during 
the term of this Agreement and thereafter, including, without 
limitation, in connection with any regulatory filing for the 
THERANOS System or any component thereof. 


10. EXPORT RESTRICTIONS 


Each party shall comply with all United States and foreign 
export control laws or regulations applicable to its performance 
under this Agreement. 


11. INFRINGEMENT INDEMNITY 


THERANOS shall (a) defend or, at its option, settle any 
claim or suit against COMPANY on the basis that the 
THERANOS System infringes any United States or United 
Kingdom patent of a third party ("Intellectual Property 
Rights"} and (b) pay any final judgment entered against 
COMPANY on such claim or suit or any settlement thereof, 
provided that: (i) THERANOS has sole control of the defense 
and/or settlement of such claim or suit, (ii) COMPANY notifies 
THERANOS promptly in writing of each such claim or suit and 
gives THERANOS all information known to COMPANY relating 
thereto, (ii) COMPANY cooperates with THERANOS in the 
settlement and/or defense and (iv) COMPANY may not settle 
or compromise such claim or suit except with the prior written 
consent of THERANOS. COMPANY shall be reimbursed for ali 
reasonable out-of-pocket expenses incurred in providing any 
cooperation requested by THERANOS., if ail or any part of the 
THERANOS System is, or in the opinion of THERANOS may 
become, the subject of any claim or suit for infringement of any 
Intellectual Property Rights, THERANOS may, at its option and 
expense: (A) procure for COMPANY the right to continue use 
of the THERANOS System or the affected part thereof, (B) 
replace the THERANOS Systein or affected part thereof, (C} 
modify the THERANOS System or affected part thereof to 
make it non-infringing or (D) if none of the foregoing remedies 
are commercially feasible, terminate this Agreement and refund 
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the aggregate payments made by COMPANY for the 
THERANOS Sysfem or the affected part thereof. THERANOS 
shall have no obligation under this Article 11 to the extent a 
claim is based upon (1) use of any version of the Software 
other than a current, unaltered version, if infringement would 
have been avoided by a current, unaltered version or (2) 
combination, operation or use of the THERANOS System or 
the Software contained therein with other software and/or 
hardware not provided by THERANOS. This Article 11 states 
the entire liability of THERANOS and the exclusive remedy of 
the COMPANY with respect to any infringement or alleged 
infringement by the THERANOS System or any part thereof. 


42. INDEMNIFICATION 


12.1... COMPANY agrees to defend, indemnify and hold 
harmiess THERANOS and its respective employees, officers, 
directors, independent contractors, stockholders and agents 
against and from any claims, proceedings or investigations 
arising out of or in connection with (a) the conduct of a Project 
or the use of the results of a Project, (b) COMPANY's breach of 
this Agreement, negligence or intentional misconduct or (c) the 
development, manufacture, use, sale, offer for sale, marketing 
or testing of any product or service by or under the authority of 
COMPANY (including any personal injury or property damage 
related thereto}, including, without limitation, amounts paid in 
settlement of claims, proceedings or investigations, and agrees 
to bear all costs and expenses, including, without limitation, 
reasonable attorneys’ fees, incurred in connection with the 
defense or settlement of any such claim, proceeding or 
investigation as such costs and expenses are incurred in 
advance of judgment or settlement. COMPANY shall be 
promptly notified of any such ciaim and THERANOS shall 
cooperate with COMPANY in the defense of such claim. 


12.2. THERANOS agrees to defend, indemnify and hold 
harmless COMPANY and its respective employees, officers, 
directors, independent contractors, stockholders and agents 
against and from any third-party claims, proceedings or 
investigations arising out of or in connection with (a) any 
personal injury or property damage directly related to the use of 
the THERANOS System during the conduct of a Project 
(except as a result of the negligence or intentional misuse of 
the THERANOS System in such Project by COMPANY or its 
Affiliates or their respective employees, consultants and/or 
agents or by the Participants}, (b) the use by THERANOS of 
the results of a Project in TheranOS, or (c) THERANOS' 
material breach of this Agreement, negligence or intentional 
misconduct, including, without limitation, amounts paid in 
settlement of claims, proceedings or investigations, and agrees 
to bear all costs and expenses, including, without limitation, 
reasonable attorneys’ fees, incurred in connection with the 
defense or settlement of any such claim, proceeding or 
investigation as such costs and expenses are incurred in 
advance of judgment or settlement. THERANOS shall be 
promptly notified of any such claim and COMPANY shall 
cooperate with THERANOS in the defense of such claim. 


13. INDEPENDENT CONTRACTOR 


The parties agree that the relationship of THERANOS and 
COMPANY established by this Agreement is that of 
independent contractors. Furthermore, the parties agree that 
this Agreement does not, is not intended to and shall not be 
construed to establish an employment, agency or any other 
relationship. Neither party shall have any right, power or 
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authority, nor shall they represent themselves as having any 
authority, to assume, create or incur any expense, liability or 
obligation, express or implied, on behalf of the other party, or 
othenvise act as an agent for the other party for any purpose. 


44. DELAYS 


THERANOS will require documents, data, records, and 
cooperation by COMPANY in order to properly perform the 
Services, and THERANOS is not responsibie for errors, delays 
or other consequences arising from the failure of COMPANY or 
its employees, agents or contractors to provide such 
documents, data, records or cooperation in a timely manner. 
Neither party shall be liable to the other for failure or delay in 
the performance of any of its obligations under this Agreement 
for the time and to the extent such failure or delay is caused by 
earthquake, riot, civil commotion, war, terrorist acts, strike, 
flood or governmental acts or restriction, or other cause that fs 
beyond the reasonable control of the respective party. The 
party affected by such force majeure will provide the other parly 
with full information thereof as soon as it becomes aware of the 
same (including :its best estimate of the likely extent and 
duration of the interference with its activities), and will use 
commercially reasonable efforts to overcome the difficulties 
created thereby and to resume performance of its obligations 
as soon as practicable. If COMPANY delays or suspends the 
Project for a significant period of time due to no fault of 
THERANOS, and COMPANY requests that THERANOS slaff 
continue to be assigned to the Project during the period of such 
delay or suspension, a monthly services fee will be charged, in 
an amount and schedule reasonably determined by 
THERANOS consistent with THERANOS’ general practices for 
calculation of such monthly service fees. Such delay shail last 
no longer than three (3) months, after which time THERANOS 
shall have the right to terminate this Agreement. 


15. TERMINATION 


15.1. This Agreement may be terminated by either party 
upon default in performance of the other party, provided that 
any defaulting party shall be given not less than ninety (90) 
days prior written notice of default (or ten (10) days in the case 
of a payment default) and the opportunity to cure the default 
during such period. In the event this Agreement is terminated 
pursuant to this Article 15, THERANOS shall retain such sums 
as may have been paid to it by COMPANY under the terms of 
this Agreement to compensate THERANOS for work performed 
and expenses incurred in accordance with Schedule 1. 
COMPANY shall pay THERANOS any additional amounts 
owed, but not yet paid, for work performed and expenses 
incurred prior to termination, as well as any incidental costs 
associated with termination, within thirty (30) days after the 
effective date of termination. 


15.2, COMPANY may terminate the Agreement without 
cause on ninety (90) days notice to THERANOS. In the event 
the Project is terminated pursuant to this Section 15.2, 
THERANOS shail retain such sums as may have been paid to 
it by COMPANY under the terms of this Agreement to 
compensate THERANOS for work performed and expenses 
incurred, In addition, COMPANY shall pay THERANOS within 
thirty (30) days of the effective date of termination under this 
Section 15.2 (i) an arnount to compensate THERANOS for its 
wind-down activities , which shall be equal to ten percent (10%) 
of any amounts payable in consideration for the Services that 
have not been paid as of the effective date of such termination, 
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which the parties agree would be a reasonable estimation of 
THERANOS' costs incurred in connection with such wind-down 
activities: and (ii) any additional out-of-pocket costs incurred by 
THERANOS in connection with the Project, including, without 
limitation, non-cancellable commitments attributable 1o the 
termination of the Agreementt. 


16.3. No later than ten (10) days after any termination of 
this Agreement, GOMPANY shall return to THERANOS all 
THERANOS property in its possession or control, Including: (a) 
all Confidential Information of THERANOS; {b) all Devices and 
Client Accessible Software provided under this Agreement; and 
(c) all authorization codes providing Participants and/or Users 
with access to the THERANOS System in connection with the 
Project; unless otherwise provided in Schedule 1. In addition, 
COMPANY shall ensure that all relevant Participants, Users 
and other COMPANY employees and consultants cease using 
the THERANOS System promptly following any such 
termination of this Agreement. 


15.4. Articles 1, 4, 7, 8, 9, 11, 12, 15 (other than the first 
sentence of each of Sections 15.1 and 15.2), 16, 17, 18, and 
19 and Sections §.4, 6.2, 6.3 and 6.4 shall survive expiration or 
termination of this Agreement for any reason. Except as 
otherwise provided in this Section 15.4, all rights and 
obligations of the parties under this Agreement shail terminate 
upon expiration or termination of this Agreement for any 
reason. 


16. COMMUNICATIONS AND PAYMENTS 


Ail notices, administrative communications and payments 
provided for in this Agreement shall be by express delivery 
service or first class mail, postage prepaid, addressed to the 
respective parties as follows: 


To THERANOS: _ Theranos, Inc. 
3200 Hillview Ave, 
Palo Alto, CA 94304 


Atin: Controller 


To COMPANY: Dr.D.H.Bowen 
AstraZeneca UK Limited 
Parklands, 
Alderley Park, 
Macclesfield, 
Cheshire SK10 4TG 


17. ASSIGNMENT 


Neither party shail have the right to assign this Agreement 
or any of the rights or obligations hereunder without the prior 
written consent of the other party. Notwithstanding the 
foregoing, either party may, wilhout such consent, assign this 
Agreement to a third party that succeeds to all or substantially 
all of such party's business or assets relating to this Agreernent 
whether by sale, merger, operation of law or otherwise. 


18. LIMITED WARRANTY 


18.1. Each party represents and warrants that: (a) it has the 
fega! authority to enter into this Agreement; and (b) the 
execution, delivery and performance of this Agreement by it 
and its obligations hereunder do not conflict with any 
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agreement, instrument or understanding to which It is a party or 
by which it may be bound. 


18.2. Each party shail perform its obligations under this 
Agreement: (a) in a timely and professional manner; {b) in 
conformance with that level of care and skill ordinarily 
exercised by other professional companies of a similar size and 
in similar circumstances; and (c) in compliance in ail material 
respects with all applicable laws. Without limiting the 
foregoing, COMPANY represents, warrants and covenants that 
it has obtained, and shali continue during the term of the 
Project to obtain, all necessary consenis to be able to provide 
to THERANOS and to permit THERANOS to use for all 
purposes specified in this Agreement and subject to the terms 
of this Agreement Participant Data , Data (as defined in Section 
8.3), and other data provided by COMPANY (with respect to 
such other data, at COMPANY’s sole discretion) or otherwise 
furnished to THERANOS in connection with the Project or 
under this Agreement. 


78.3. EXCEPT AS OTHERWISE EXPRESSLY SET 
FORTH IN THIS AGREEMENT, THERANOS MAKES NO 
REPRESENTATIONS OR WARRANTIES OF ANY KIND, 
EITHER EXPRESS OR IMPLIED, WITH RESPECT TO THE 
SERVICES OR THE THERANOS SYSTEM (OR ANY PART 
THEREOF) OR ANY ITEMS OR WORK PRODUCT 
PROVIDED UNDER THIS AGREEMENT, INCLUDING 
WARRANTIES OF MERCHANTABILITY, FITNESS FOR A 
PARTICULAR PURPOSE, VALIDITY OF ANY INTELLECTUAL 
PROPERTY OF THERANOS OR NONINFRINGEMENT OF 
ANY INTELLECTUAL PROPERTY RIGHTS OF THIRD 
PARTIES. COMPANY acknowledges that THERANOS makes 
no representation or warranty that the COMPANY's 
pharmaceutical, biologic, or medical device products (including 
COMPANY Compcung) tested in connection with the Services 
can, either during the term of this Agreement or thereafter, be 
successfully developed or, if so developed, will receive the 
required approva! by the U.S. Food and Drug Administration 
(‘FDA’) or other applicabie regulatory body. 


18.4. IN NO EVENT (A) SHALL EITHER PARTY HAVE 
ANY LIABILITY TO THE OTHER PARTY FOR ANY LOST 
PROFITS, LOSS OF DATA, LOSS OF USE, COSTS OF 
PROCUREMENT OF SUBSTITUTE GOODS OR SERVICES 
OR ANY INDIRECT, SPECIAL, INCIDENTAL, PUNITIVE OR 
CONSEQUENTIAL DAMAGES, HOWEVER CAUSED, 
WHETHER IN CONTRACT, TORT OR UNDER ANY OTHER 
THEORY OF LIABILITY AND WHETHER OR NOT THE 
PARTY HAS BEEN ADVISED OF THE POSSIBILITY OF 
SUCH DAMAGES AND (B) SHALL EITHER PARTY'S 
AGGREGATE LIABILITY ARISING OUT OF OR RELATED TO 
THIS AGREEMENT, WHETHER IN CONTRACT, TORT OR 
UNDER ANY OTHER THEORY OF LIABILITY, EXCEED THE 
TOTAL FEES PAID BY AND DUE FROM GOMPANY 
HEREUNDER, NOTWITHSTANDING THE FOREGOING, 
THE LIMITATIONS ON LIABILITY AND DAMAGES IN THE 
PRECEDING SENTENCE SHALL NOT APPLY TO: (A) 
LIABILITY OR DAMAGES TO THE EXTENT ARISING FROM 
A BREACH UNDER ARTICLES 7, 8 OR 9 OR FROM A 
PARTY'S GROSS NEGLIGENCE OR INTENTIONAL 
MISCONDUCT; OR (2) LIMIT THE PARTIES’ 
INDEMNIFICATION OBLIGATIONS UNDER ARTICLES 11 
AND 12 WITH RESEPCT TO AMOUNTS OWING TO THIRD 
PARTIES. 
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19. GENERAL CONDITIONS 


19.1. The headings in this Agreement are for convenience 
only and do not in any way limit or amplify the terms or 
conditions of this Agreement. 


19.2, This Agreement, its exhibits and Schedules constitute 
ihe entire agreement between the parties and supersede all 
prior contracts, agreements, proposals, letters, communications 
and understandings, whether written or oral, relating to the 
same subject matter between the partles; provided however 
that this Agreement shall not modify or otherwise affect the 
parties’ obligations under any confidentiality or non-disclosure 
agreement executed prior to the Effective Date with respect to 
the disclosure of information under any such agreement that is 
not related to the subject matter of this Agreement. The parties 
intend this Agreement to be a complete statement of the terms 
of their agreement, and no change or modification of any of the 
provisions of this Agreement shall be effective unless it is in 
writing and signed by duly authorized officers of THERANOS 
and COMPANY. 


19.3. | This Agreement shall be governed by and construed 
in accordance with the laws of the State of Delaware, U.S.A. 


19.4. {n the event of a dispute arising out of this Agreement, 
the prevailing party shall be entitled to be paid all lega! costs 
and expenses (including reasonable attorney fees) paid or 
incurred by it to bring or defend such dispute, including all 
costs of collection. 


19.5. THERANOS agrees to comply at all times with all 
provisions of the Generic Drug Enforcement Act of 1992 (ihe 
"Act"). THERANOS further agrees to submit to COMPANY 
upon completion or termination of a Project a certification that 
neither THERANOS nor any of its employees has been 
debarred by the FDA under the provisions of the Act and that 
THERANOS did not use in any capacity in connection with this 
Agreement the services of any person (as defined in the Act) 
debarred under the provisions of the Act 


(The remainder of this page is intentionally left blank.) 
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theranos 


redefining healthcare 


Each party has caused this Agreement to be executed by its duly authorized representative as of the Effective Date. 


ASTRAZENECA UK LIMITED 


oe ~ eS oes 
He ME Ani Cro ir 


Name Name 
LLESIPENT AND CEO CArmicek Ent (acvelreti- 
Title Title en ae 


THERANDOS, INC. 


Accepted py (signature) 
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SCHEDULE 1 (to be attached) 


theranos 


redefining healthcare 


ae 


STATEMENT OF WORK = Program ID: AZ-0002 
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Contact: 


Susan DiGiaimo 


Theranos, Inc. 


Phone: (609) 978-0763 
sdigiaimo@theranos.com 


www.theranos.com 


THER-0905879 


E R-14434 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 107 of 295 


THERANOS, INC. - ASTRAZENECA UK LIMITED 


STATEMENT OF WORK 


This Statement of Work is entered into pursuant to the Service Agreement, effective as of June, 2008 (the 
“Service Agreement”), by and between Theranos, Inc. (‘THERANOS”) and AstraZeneca UK Limited 
(‘ASTRAZENECA’). All defined terms used herein have the same meanings as set forth in the Service 
Agreement unless otherwise specifically defined herein. 


The THERANOS System will be used in ASTRAZENECA’s Diurnal Variation study (the “Project”). 
THERANOS will furnish to ASTRAZENECA the Services as set forth herein: 


KEY PROJECT OBJECTIVES 


e To generate a comprehensive and quantitative profile of pharmacodynamic response through trends and 
variations in M30, M85, and Nucleosomal DNA (the “Cartridge Analytes”) in archived clinical samples 

«  Toassess the functionality, specificity, reproducibility, accuracy, and precision of the THERANOS System in a 
“real-world” setting 

e To demonstrate heretofore unseen levels and changes in the Cartridge Analytes visible through real-time, fresh 
whole-blood, and more comprehensive longitudinal time-series measurements on a standardized piatform. 

* Todemonstrate the correlation of changes in the Cartridge Analyles to physiological events. 

» To compare the results and capabilities of the THERANOS System, including its integrated data infrastructure, 
to ASTRAZENECA's current ‘gold-standard’ laboratory testing infrastructure. 


Project Parameters 


Project _ AZ-0002; Apoptosis 
Cartridge Analytes Single cartridge: M30, M65, nDNA 
Sample Types Finger-stick and venous whole-blood 
ae (interchangeably) 
Sites (Number) - Location (1) — AZ CPU (AstraZeneca Clinical 
Pharmacology Unit), Alderley Edge, UK 
Total Number of Participants Maximum 36 
12: Male 


12: Pre-menopausal Females 


12; Post-menopausal Females 


Number of Time Points 19 per male 


| : 19 per menopausal female 
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a 
| 24 per pre-menopausal female 
| e Screening ~ 1 sample 
| e Day 1 — 0h,6h,12h,18h,24h 
| e Week 1 - 2x’s 
e Week 2 ~2X’s 
e Week 3 ~2X’s 


e Week 4 —2X’s 


e Daily during menstruation 


« Day 28 — 0h,6h,12h,18h,24h 


i 
| 
i 
| 
| 
i 
| 


Number of Cartridges Maximum of 750 

Number of Readers ee 10 at site based on enrollment errr a 
Length of Participant Participation _| 28 Days 

Localization/Languages for Translation English 

Touch Screen Interface Questions/Customization Capture Diurnal Variations 


Data infrastructure 
Purchase and configure a unique 


ASTRAZENECA-specific server and database 


Expected Start Date (First Participant In) 
TBD 2008 not confirmed to date 


Expected End Date (Last Participant Out) TBD 2008 not confirmed to date 


Total Duration of Services 1 Month 


Investigator Meeting (“IM”) Date and Location / | TBD, AZ CPU, Alderley Edge, UK 
Calibration/Velidation Start 


THERANOS Services: pre-deployment 


Project Services 
The following activities are required to ensure the Project Objectives are met in the most efficient manner: 
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Refine project specifications with ASTRAZENECA. 
Assign Project Manager. 


Lead the pre-implementation kick-off meeting to discuss Project specifics, roles and responsibilities 
of ASTRAZENECA and THERANOS for the duration of the Project. 


Transfer blinded patient and clinician IDs for set-up in touch-screen and TheranO& portals. 


Transfer to THERANOS assay-specific information, materials, and other relevant data (collectively, 
“Assay Specifications’). 


Transfer relevant assay materials and archived plasma samples to THERANOS for whole-blood 
calibration. 


Plan for pre-trial sample collection from Participants -- obtain samples (venous blood run on 
Cartridges and at reference lab across the full clinically relevant dynamic range — approximately 20 
samples total from 3-10 patients) for whole-blood calibration. These can be run while training 
clinical staff. 


Collaborate with ASTRAZENECA to create a Project plan to ensure that timelines are accurately 
communicated and met. 


Customize project and control applications within TheranOS. ASTRAZENECA will be able to view 
program schedule, progress, and updates through the secure ASTRAZENECA-specific web portal 
once the Project plan has been cemented. 


Set touch-screen interface specifications as mutually agreed upon by THERANOS and 
ASTRAZENECA. ' 


Pian for THERANOS System training session (as described below). 


Project Configuration & TheranOS Customization 


Design, develop, program, test and validate ASTRAZENECA-specific TheranOS portal to capture 
Participant Data and display program progress. 


Initial setup of accounts and secure access privileges for all parties who will be authorized to 
access TheranOS (collectively, “Users”). 


Specify Project-related workflow. 
Set-up and secure ASTRAZENECA-specific database and server. 
Customize and validate Project-specific Cartridges to Assay Specifications. 


Customize and validate touch-screen interface. 


' Deployment of the default survey interface is included in the budget. Customization of the defauit interface will be billed to 
ASTRAZENECA at the rate of $250/nour. 
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Training” 


THERANOS Services: post-deployment 


Data Delivery & Transfer 


Client Infrastructure and Technical Support | 


Project Support Center 


Develop and deliver customized training course. 


o  In-person training of site staff and ASTRAZENECA staff at the IM. 


During the Project, Users will have permission-based access to view all data, as well as on- 
demand ASCII/Excel (CSV) data transfer via TheranOS. 


fa) Cumulative data transfers can be executed by ASTRAZENECA at any time via the 
Export Utility in the Data Delivery component of TheranOS. i 


Provide relevant THERANOS System set-up material(s). 
Set up Readers on-site(s). 


Provide and manage the web portals to be used by ASTRAZENECA in connection with the 
Services provided under this Statement of Work. 


Work with ASTRAZENECA to customize systems for the appropriate international 
telecommunications infrastructure to successfully transmit Participant Data. 


Set up, administer, monitor, and troubleshoot web and database servers for duration of the 
Project. 


Create secure backup infrastructure. 
Provide second level technical support to the Project Support Center (described below). 


Reasonably assist ASTRAZENECA with issues regarding network infrastructure setup 
related to the THERANOS System. 


Troubleshoot firewall, computer system, and connectivily issues relating to TheranOS. 


® The first two (2) hours of training at each clinical site by up to two (2) THERANOS representatives are included in the budget. 
Each additional hour of training will be billed te ASTRAZENECA at the rate of $150 per hour. 
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« During the Project, provide telephone helpdesk support for ASTRAZENECA regarding the use of the 
THERANOS System”. 

e Live coverage 24x7 through THERANOS customer-care center. 

*Participants to call site coordinator directly about any non-THERANOS System issues. 


PROJECT BUDGET AND PAYMENT SCHEDULE 


Products and Services: Apoptosis Project Fees USD 


Services: 


# Assay Development (Single point-of-care Cartridge; M30, M65, nDNA) $25,000 


Pre-Depioyment Services (as described above) 


= Training 
Post-Deployment Services (as described above) 

= Project Support 
Data delivery, client infrastructure and technical support 
Product Delivery and Clinical Use: 


« Validation/Calibration/Customization of readers, cartridges, & multiplexed point of 
care assays 


= (Distribution, trial definition/project management, services configuration/software 
customization (TheranOS), patient and clinical records integration, set up of patient 
and physician portals, real-time reporting, analytics, and ASTRAZENECA-specific 
back-end database and server infrastructure 


= Shipping, telecommunication costs, THERANOS travel expense to IM meeting and/or 
sponsor site 


= Apoptosis ‘baseline’ creation in ASTRAZENECA-specific database 
« — International communications and data transmission infrastructure 


» Real-time patient monitoring ~ Readers, Information System, and up to 750 


muitiplexed cartridges $200,000 
Good Will investment ($2,000,000 assay development quote) - (61,975,000) 

Good Will Investment ($400,000 original study quote} - ($200,000) 

He . a. Total: Products and Seivices’ = $225,000 


| Payment Schedule Amount Due (USD) 
‘Cheranos Service Assessment Apoptosis D1330C00015 Final 13 of 17 Theranos, inc. Confidential 


FOIA Confidential Treatment Requested by Theranos 
Fed. R. Crim. P. 6(e) material 


THER-0905884 


E R-14439 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 112 of 295 


Upon Execution of SOW: 
«Commitment of Theranos Resources 


» Procurement of THERANOS Systems $25,000 


Upon Assay Validation $200,000 


Please note that should the scape, duration or parameters cf this Project (e.g., requirements for configuration 
and/or support) change, associated fees may need to be revised and no Services will be provided for such i 
new scope or parameters until the parties hereto amend this Statement of Work to reflect such changes. 


For internationally based trials contract denomination will be in U.S. currency. Payments made to 
THERANOS will be made in U.S. currency. 


Late Payments 


e All invoices not paid in thirty (30) days shall incur interest at the rate of 1.6% per month until paid in 
full. All such interest shall be due and payable on demand. 


Trial Delays 


e lf ASTRAZENECA delays or suspends the Project for more than thirty (30) days due to no fault of 
THERANOS, and ASTRAZENECA requests that THERANOS staff continue to be assigned to the 
Project during the period of such delay or suspension, (i) ASTRAZENECA will pay to THERANOS all 
amounts due and payable through the date of such delay or suspension and (iija monthly services 
fee will be charged, in an amount and schedule reasonably determined by THERANOS consistent 
with THERANOS’ general practices for calculation of such monthly service fees. Such delay shall last 
no longer than three (3) months, after which time THERANOS shall have the right to terminate or 
amend this Statement of Work. 


Trial Communications 


All communications provided for in this Statement of Work shail be made by confirmed fax receipt, express 
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delivery service or mailed postage prepaid and addressed to the respective parties as follows: 


THERANOS Contacts 


Project Matters 
Susan DiGiaimo 
Theranos, inc. 


3200 Hillview Ave 


Palo Alto, CA 94304 
Ph. (609) 978-0763 
Fax (609) 978-0764 


ASTRAZENEGA Contacts 


Project Matters 


Dr. Alistair Greystoke 
CRUK AZ Research Fellow 


1186 
Meresice 
Alderley Park, 
Macclesfield, 
Cheshire 


SK10 4TF 
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Billing Matters 
Danise Yam 
Theranos, Inc. 

3200 Hillview Ave 
Palo Alto, CA 94304 
Ph, (650) 470-6204 
Fax (650) 644-3224 


Bill Invoices To 


The Purchase2pay team 
AstraZeneca UK Limited 
P O BOX 30 
Charter Way 
Silk Rd Business Park 
Macciesfield 

Cheshire 
SK10 2NA 
England 
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Email: P2Pinvoice@AstraZeneca.com 


Marked for the attention of Camiile 
Hambrook and containing the correct Purchase 
Order Number 


If available, please provide a PO # to expedite billing: 
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IN WITNESS WHEREOF, the parties hereto have caused this Statement of Work to be executed by their 
respective duly authorized representatives as of this day and year. 


THERANOS, INC. ASTRAZENECA UK LIMITED 


Signature 
ETI YouNes An Pe Lovie 


Name (please print) 7 : 
RLESNIVENT Any CE Of inital faye Caovelrrsteer 
Title Dieta 
Date Date 


Please sign and date two (2) originals and send both to THERANOS for signature via traceable mail (e.g., 
UPS or FedEx). One executed original will be returned to ASTRAZENECA 
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AstraZeneca 


30 September 2008 
Susan DiGiaimo 
Theranos, Inc 
3200 Hillview Avenue, 
Palo Alto, Our Ref: RECENTIN PA#1 
California 94304 Your Ref: 
Dear Susan, 


Please find enclosed duplicate copies of the Amendment #1 for the above referenced trial. 


Could I request that you progress signature of both copies in the book-marked sections. Upon 
signature, please return one copy marked for my attention and keep the remaining copy for 
your files. 


Should you have any queries please do not hesitate to contact me. 


Yours sincerely 


Huw Bowen 
Clinical Outsourcing Manager 


Parklands 
Alderley Park 
Macclesfield 
Cheshire 

SK10 4TG, UK 


Email:huw.bowen @astrazeneca.com 


AstraZeneca Tel +44 (0)1625 582828 AstraZeneca UK Limited 
i . Hegistered in England No 3674842 

Melee Fax +44 (0)1625 583074 Registered Oifice 15 Stanhope Gale 

Alderley Park London W1K 1LN 

Macclesfield 

Cheshire SK10 4TG 

England Azz 
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ASTRAZENECA UK LIMITED 


CHANGE ORDER 


Amendment Number: One 


Date: 15" September 2008 


relating to the Services Agreement (dated 31“ January 2008) by and between 


ASTRAZENECA UK LIMITED, a company incorporated in England under no. 
3674842, whose registered office is situated at 15 Stanhope Gate, London, W1K 1LN, 
England 

(AstraZeneca) 


and 


THERANOS INC, with a place of business situated at 3200 Hillview Ave.Palo Alto, CA 94304 
( “Theranos”) 


concerning the provision of analytical services 


Change Details: 


The original Services Agreement (including appendices) is hereby amended to incorporate the 
following change, 


Existing status: 


1.1Schedule 2: Total Cost $25,000.00. 


Requested change: 
As per change order log September 2008: 
Schedule 2: Revised COL #1 Cost $22,273.00 
Pass Through (Logistics & Travel) $22,273.00 


Revised Study Total Cost : $47,273.00 
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COL September 2008: 


"Theranos 
D1330C000003 COL” 


All other terms and conditions of the original contract remain unchanged. 


SIGNED for and on behalf of SIGNED for and on behalf of 
ASTRAZENECA UK LIMITED THERANOS INC 


Signature 


Signature 


tl Ceini ¢ art (Pest CCT Titl 


Dates states PM helper 100%. 
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Case 


CHANGE ORDER LOG 


‘Study Number = 


Currerey « [9 


THER-0905892 


PROPOSED COSTS: 


: Ect Fosfor. | 
ribo | Servines Page Threughe 


Est Totat 


on 


Wate: 


[Poss thru travol & secornedation from USA for rari 0,c9] 3,273.00) 3,273.00) 3,273.00) Agreed email Spratt 25.08.08 
pel 0.00) 79,000,001 19,006.00" :49,000.c0f Agreed amal $ Spratt 22.08.08 
0.08) ‘G0 0.50] 20.00 


24 G,06: 0,00} i 0.00) ae aca Se ee ak: (ees 
22 2.08} 0,06) 8.90}: 
23 0.001 bs 0.003 0.00): 
34 0.00) 0.00! 9.00}: 
32 O.0o}. 6.00) 0.00; 
33 0.00} 0.00 Z 8.00] 22, 
dimen #3 Subte a 
[RESONSILIATION OESERVICE FEES AND PASS TRROUGHS ee Die nae ee ee 
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SERVICES AGREEMENT 
This Services Agreement (this "Agreement”) is made effective as of January 31st, 2008 (the "Effective Date”) 
between AstraZeneca UK Limited, a Company incorporated in England under no. 3674842 whose registered office is at 15 Stanhope 
Gate, Londen, W1K 1LN, England ("COMPANY"), and Theranos, Inc., a Delaware corporation naving its principie place of business at 


3200 Hillview Ave.Palo Alto, CA 94304{"THERANOS"). 


In consideration of the mutuai terms and covenants set forth herein, THERANOS and COMPANY hereby agree as follows: 


1. DEFINITIONS. As used herein, the 
following terms have the meanings set forth below: 


AA "Affiliate" means with respect to a party, any person, 
corporation or other entity which, directly or indirectly through 
one or more intermediaries, controls, is controlled by or is 
under common control with such party. As used in this Section 
1.1, "control shall mean: (a) to possess, directly or indirectly, 
the power to affirmatively direct the management and policies 
of such person, corporation or other entity, whether through 
ownership of voting securities or by contract relating to voting 
rights or corporate governance, or (0} direct or indirect 
beneficial ownership of at least fifty percent (50%) (or such 
lesser percentage which is the maximum ailowed to be owned 
by a foreign corporation in a particular jurisdiction) of the voting 
securities in such person, corporation or other entity. 


1.2, “CABS” means THERANOS’ arnbulatory 
bioinformatics communication system, database, analytical 
engine, algorithms and methodologies, and related statistical 
and other analysis methods, data repositories and 
technologies. 


1.3. "Cartridge’ means THERANOS' analytical chips 
containing biological fluid processing technology and assays to 
measure, among other matters, the concentration of specific 
analytes, including biomarkers in a biological fluid sample. 


14. “COMPANY Contractors" mean independent 
contractors which are bound by wriiten agreements or other 
legally enforceable obligations to maintain Confidential 
Information of THERANOS as confidential to the same extent 
as the Company is abligated hereunder. 


15. "GOMPANY Compound" means RECENTIN™ (also 
known as cediranib, AZD2171). 


1.6. "Participants" mean patients who are the subjects of 
the Project and who use the Theranos System. 


1.7. “Project” means the project related to the protocol 
titled [ An Exploratory Open-Label, Non-randomised, Single 
Centre Methodology Study to Compare Dynamic Contrast 
Enhanced GT and MRI as Markers of Changes in Vascular 
Activity Mediated by a Positive Control Agent [Cediranib 
(Recentin”; AZD2171), a Potent Inhibitor of VEGF-driven 
Angiogenesis] in Patients with Advanced Solid Tumours } in 
connection with which Theranos will carry out the tests, studies 
and other activities set forth in Schedule 1. 


1.8. "Reader" means THERANOS' device capable of 
tunning Cartridges, extracting data from a Cartridge or other 


analytical device, transmitting data to a database hosted by 
THERANOS, communicating with authorized parties and 
providing analytical information. 


1.9. "Software" means computer programs, object code 
and related materials, in machine readable or printed form, of 
THERANOS and its licensors, as further described in Section 
5.1, provided under this Agreement, including any upgrades or 
updates thereto that THERANOS may provide from time to 
time. 


1.10. “THERANOS System" means, coliectively, the 
system comprised of CABS, Reader(s)}, Cartridges and any 
other components developed by or for THERANOS facilitating 
the operation of any of the foregoing, alone or in any 
combination. 


1.11. "Users" means individuals, other than Participants, 
who are designated by COMPANY to have access to CABS 
and who are properly trained end users of the Theranos 
System. 


4.12. in addition, each capitalized term used in_ this 
Agreement and not defined in this Article 1 shall have the 
meaning given to such term in the relevant section of the body 
of this Agreement. 


2. SERVICES 


COMPANY hereby retains THERANOS an a_non- 
exclusive basis commencing as of the Effective Date to provide 
the services as are set oul in Schedule 1 (the "Services") for 
the execution of the Project 


3. COMPENSATION AND EXPENSES 


As compensation for Services hereunder, COMPANY 
shail pay THERANOS the amounts specified in Schedule 2 
COMPANY will reimburse THERANOS for all travel, shipping 
costs, and other reasonable out-of-pocket expenses incurred 
by THERANOS personnel in providing the Services, subject to 
such guidelines or limitations as may be set forth in Schedule 2 
COMPANY shall be responsible for and pay all iccal, state, 
federal, or foreign sales, use, excise, personal property, value 
addec, GST or other similar taxes or duties, other than taxes 
based on the net income of THERANOS. 


4. PUBLICITY 
Neither party shall disclose the terms of this Agreement or 


the Project to any third party without the other party's prior 
written approval, except to company employees, advisors 
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{including financial advisors, altorneys and accountants), 
potential and existing investors, potential acquirers and others 
on a need to know basis, in each case under circumstances 
that reasonably protect the confidentiality thereof. Such 
obligation shail not apply to disclosures which either party is 
required by law to make, provided that the disclosing party 
shail notify the other party of any such disclosure prior to such 
disclosure and will use commercially reasonable efforts to 
secure confidential treatment of this Agreement or such terms 
required to be disclosed. Neither party shall use the name, 
logos, trademarks or service marks of the other party in any 
publicity, advertising or disseminated information without such 
other party's prior written approval, except that THERANOS 
may list COMPANY as a client of THERANOS. 


5. ACCESS TO SOFTWARE AND USE OF 
CABS 


5.1. In support of the Services, THERANOS may make 
available to COMPANY certain Software as a part of CABS. 
Such Software may include, without limitation, (a) Software 
installed on Readers ("Firmware") and (b) online or offline 
software services or products related to CABS which may be 
accessed through the Readers or at a designated website or IP 
address, disc, programs or other designated location (Client 
Accessible Software"). 


6:2. THERANOS hereby grants to COMPANY a non- 
exclusive, non-transferable, non-sublicensable license to use 
Firmware as incorporated into, and solely for use in connection 
with, Readers by Participants, COMPANY employees and 
COMPANY Contractors and otherwise in accordance with the 
terms of this Agreement, and only for the term of the Project for 
which such Firmware is made available under this Agreement. 


5.3. THERANOS hereby grants to COMPANY a non- 
exclusive, non-transferable, non-subiicenseable license to use 
the Client Accessible Software for the purpose for which it is 
made available to COMPANY and otherwise in accordance 
with the ferms of this Agreement, and only for the term of the 
Project for which such Cllent Accessible Software is made 
available under this Agreement. COMPANY shail not allow 
access to the Client Accessible Software by more than the 
number of concurrent Users indicated for the Project as set out 
in Schedule 1. 


5.4, THERANOS and its licensors shall at all times retain 
sole and exclusive ownership of ali Software and, as between 
the parties, all Software is Contidential information of 
THERANOS. COMPANY shall use commercially reasonable 
efforts to prevent unauthorized access to, or use of, the 
Software, and notify THERANOS promptly of any such 
unauthorized use. COMPANY shail not: (a) disassemble, 
decornpile or otherwise reverse engineer the Software, (b) 
modify, copy, sell, rent, transfer, reproduce or distribute the 
Software, except as specifically provided for in Schedule 1, (c} 
use the Software to provide processing services to third parties 
or otherwise use the Software on a "service bureau" basis or 
(d} create Internet "links" to or from the Software, or "frame" or 
"mirror" any of COMPANY's content which forms part of the 
Software. COMPANY shail at all times comply with terms and 
conditions applicable to third party software provided with the 
Software. THERANOS reserves ail rights in the Software not 
expressly granted herein. 
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6. USE OF DEVICES 
6.1. In connection with the Services, THERANOS may 


make available to COMPANY certain equipment, including but 
not limited to Readers and Cartridges (collectively, the 
"Devices"). Each Device will be provided to COMPANY upon 
the terms set forth in Schedule 1. 


6.2. Devices shall only be permitted to be used by {a) 
COMPANY employees and COMPANY Contractors and {b) 
Participants. COMPANY agrees to take ail reasonable steps to 
protect the Devices from theft or use contrary to the terms of 
this Agreement. COMPANY agrees not to disassemble or 
otherwise reverse engineer the Devices or any component 
thereof. COMPANY is not authorized to sell, rent, transfer, 
license, or distribute the Devices, except as specifically 
provided in this Agreement or Schedule 1. 


6.3. Unless the Devices are purchased by COMPANY: (i) 
THERANCS shail at all times retain ownership of the Devices, 
{ii} COMPANY shali keep the Devices free of all security 
interests, liens and other encumbrances, (iti) COMPANY 
assumes the entire risk of loss, damage, theft or destruction of 
the Devices while they are in the possession of COMPANY and 
during transportation to and from COMPANY’s premises (or 
other mutually agreed premises) and shall pay the full cast of 
any Devices not returned in accordance with section 6.4, (iv) 
COMPANY shail adequately insure the Devices against loss or 
damage while such Devices are in the possession or control of 
COMPANY and (v) COMPANY shall permit any authorized 
representative of THERANOS to inspect the Devices, at any 
time prior to the return of such Devices in accordance with 
Section 6.4, at GOMPANY’s facilities or any other location at 
which the particular Project is being conducted. 


6.4. Unless the Devices are purchased by COMPANY , no 
later than ten (10) days after the earlier of completion of the 
Project or the date of termination of this Agreement, 
COMPANY shall, at its own cost, return to THERANOS the 
applicable Readers and Cartridges (other than Cartridges 
which have previously been consumed and properly disposed 
of}, and COMPANY shail furnish THERANOS with a certificate 
signed by an executive officer of COMPANY verifying that the 
same has been done. In the event of such completion or 
termination, as applicable, THERANOS shall have the right to 
enter COMPANY's premises for the purposes of repossessing 
such Devices, and COMPANY hereby consents to such entry. 
THERANOS shall be entitled to receive from COMPANY all 
collection costs, including attorneys’ fees, incurred in the 
enforcement of its rights under this Article 6. Such Devices 
shall be returned in as good a condition as when they were 
shipped to COMPANY, ordinary wear and tear excepted. 
COMPANY shal! cause ail Participants to sign an agreement 
indicating they will return all Devices at the end of their 
participation in the Project. 


7. GONFIDENTIALITY 
TA Except to the extent expressly authorized by this 


Agreement, or otherwise agreed by the parties in writing, the 
parties agree that the receiving party (hereinafter called 
"Recipient") shall Keep confidential and shall not publish or 
otherwise disclase or use for any purpose other than as 
provided for in this Agreement any confidential or proprietary 
information or materials furnished to it by the other party 
(hereinatter called "Donor") pursuant to this Agreement which 
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if disclosed in writing or tangible form are marked = as 
"Confidential” or “Proprietary” or with some similar designation 
at the time of disclosure and if disclosed orally are summarized 
and identified as confidential in a written notice to Recipient 
within thirty (30) days afler the initial disclosure thereof 
(collectively, "Confidential information’} given _ the 
understanding that failure to do so does not constitute a 
designation of non-confidentiality, when the confidential nature 
is apparent from context and subject matter. Notwithstanding 
the foregoing, Confidential Information shail not be deemed to 
include information or materials to the extent that it can be 
established by written documentation by Recipient that such 
information or material: 


TAA, was already known to or possessed by 
Recipient, other than under an obligation of confidentiality, at 
the time of disclosure; 


7.1.2. was generally available to the public or 
otherwise part of the public domain at the time of its disclosure 
to Recipient; 


7.1.3. became generally available to the public or 
otherwise part of the public domain after its disclosure and 
other than through any act or omission of the Recipient in 
breach of this Agreement; 


7.14. was independently developed by Recipient 
as demonstraied by documented evidence prepared 
contemporaneously with such independent development; or 


7.15. was disclosed to Recipient, other than 
under an obligation of confidentiality, by a third party who had 
no obligation to Donor not to disclose such information to 
athers. 


7.2. Recipient may use and disclose Confidential 
information of Donar as follows: (a} under appropriate 
confidentiality provisions substantially equivalent to those in 
this Agreement in connection with the performance of 
Recipient's obligations or exercise of Recipient's rights granted 
under this Agreement; and (b) to the extent such disclosure is 
reasonably necessary in filing for, prosecuting or maintaining 
patents, copyrights and trademarks (including applications 
therefor), obtaining regulatory approvals, prosecuting or 
defending litigation or complying with applicable governmental 
regulations or is otherwise required by applicable law, 
provided, however, that if Recipient is required by aw to make 
any such disclosure of Donor's Confidential Information it will 
give reasonable advance notice to Donor of such disclosure 
requirement and, except to the extent inappropriate in the case 
of patent applications, will use commercially reasonable efforts 
to secure confidential treatment of such Confidential 
Information required to be disclosed. Confidential Information 
shall remain the property of Donor. 


7.3. For clarity, the parties agree and acknowledge that 
THERANOS' Confidential information includes without 
limitation information disclosed by THERANOS to COMPANY 
relating to THERANOS’ monitoring and bioinformatics systems 
and equipment, including the THERANOS System or any part 
thereof. 


74. Upon Donar's request, Recipient shall immediately 
return or destroy any of Donor's Confidential Information in 
Recipient's possession cr control, other than such Confidential 
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Information as Donor is entitled to retain hereunder for use 
following expiration or any termination of this Agreement, 
provided, that Recipient shall be entitled to retain one (1) 
archival copy of such Confidentia! Information for the sole 
purpose of determining Recipient's obligations under this 
Article 7; provided, further, that nothing in this Section 7.4 shall 
be deemed to modify or otherwise limit COMPANY’s 
obligations under Section 6.4. 


8. COMPANY PROPERTY 


8.0 For the avoidance of doubt, all COMPANY background 
intellectual property and know-how existing as of the Effective 
Date and used in connection with the Project including that 
directed to COMPANY Compound shall remain the property of 
COMPANY. Except for the licenses granted to THERANOS 
pursuant to Sections 8.2 and 8,3, nothing in this Agreement 
shail transfer those rights to THERANOS. 


8.1. As between COMPANY and THERANOS and to the 
extent permitted by law, (a) all data regarding Participants in 
the Project ("Participant Data"), and (b) ail inventions, 
methods, discoveries and other proprietary information directed 
to COMPANY Compound (including, the composition of matter, 
method of manufacture or use thereof) and their applications 
are and shal! be the sole and exclusive property of COMPANY 
and shall be maintained as Confidential Information of 
COMPANY, subject to the terms of this Agreement. 


8.2. COMPANY hereby grants to THERANOS a non- 
exclusive license under any intellectual property rights owned 
ar controlled by COMPANY relating to COMPANY Compound 
that may be necessary or useful In connection with 
THERANOS' performance of the Services solely for the 
purposes of performance of the Services in accordance with 
and during the term of the Project and for no other purpose 
whatsoever. 


8.3. In addition, COMPANY hereby grants to THERANOS 
the rights to integrate, use and disclose Data (as defined 
below) in CABS, provided that THERANOS does not disclose, 
and any resulting analyses generated by CABS do not contain, 
any personally identifying information regarding individua! 
Participants or any information identifying COMPANY or 
GOMPANY Compound, except in connection with the provision 
of any Services to COMPANY under this Agreement. For the 
purposes of this Section 8.3, “Data” means any data generated 
by Theranos from or in connection with the biological fluid 
placed onto the Cartridges(s) by Participants, and for the 
avoidance of doubt it is hereby confirmed that Data is included 
in Participant Data. 


9. THERANOS PROPERTY 


9.0 For the avoidance of doubt, all TRERANOS background 
intellectual property and know-how existing as of the Effective 
Date and used in connection with the Project shall remain the 
property of THERANOS. Except for the licenses granted to 
COMPANY pursuant to Sections 5.2, 5.3 and 6, nothing in this 
Agreement shall transfer those rights to COMPANY. 


9.1. As between COMPANY and THERANOS, all 
inventions, methods, discoveries and other proprietary 
information developed during the execution of the Services 
during the term of this Agreement and thereafter whether by 
COMPANY or THERANOS, or by the parties jointly, directed te: 
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(a) any part or the whole of the THERANOS System or any 
improvements thereto, including, without limitation, the CABS’ 
analytical engine and any results thereof, as well as any 
Cartridges customized for use in connection with the Project 
subject to COMPANY’s rights in and to COMPANY Compound 
or (b) the generation of assays for use in conjunction with the 
THERANOS System subject to COMPANY’s rights in and to 
COMPANY Compound, shall be the sole and exclusive 
property of THERANOS. COMPANY shall promptly disclose to 
THERANOS in writing any inventions, methods, discoveries 
and other proprietary information described in the preceding 
sentence, and COMPANY hereby assigns to THERANOS any 
right, title or interest it may have in such inventions, methods, 
discoveries and other proprietary information, including al! 
intellectual property rights therein. COMPANY will provide 
Theranos with all necessary documentation at Theranos cost to 
allow for the provision of Clause 9.1. 


9.2. At THERANOS' request, COMPANY shali provide to 
THERANOS any data regarding the use, functionality or 
operation of the Cartridges, Readers or any other aspect of the 
THERANOS System generated in connection with this 
Agreement. Notwithstanding anything to the contrary in this 
Agreement, THERANOS shall have the right to use and 
disclose any data described in the preceding sentence to 
further develop, use, make, have made, sell, market or 
otherwise exploit any aspect of the THERANOS System during 
the term of this Agreement and thereafter, including, without 
limitation, in connection with any regulatory filing for the 
THERANOS System or any component thereof. 


10. EXPORT RESTRICTIONS 


Each party shall comply with al! United States and foreign 
export control laws or regulations applicable to its performance 
under this Agreement. 


41. INFRINGEMENT INDEMNITY 


THERANOS shall (a) defend or, at its option, settie any 
claim or suit against COMPANY on the basis that the 
THERANOS System infringes any United States or United 
Kingdom patent of a third party (“Intellectual Property 
Rights") and (b) pay any final judgment entered against 
COMPANY on such claim or suit or any settlement thereof, 
provided that: (i) THERANOS has sole control of the defense 
and/or settlement of such claim or suit, (ii) COMPANY notifies 
THERANOS promptly in writing of each such claim or suit and 
gives THERANOS all information known to COMPANY relating 
thereto, (ii} COMPANY cooperates with THERANOS in the 
settlement and/or defense and (iv) COMPANY may not settle 
or compromise such claim or suit except with the prior written 
consent of THERANOS. COMPANY shall be reimbursed for all 
teasonable out-of-pocket expenses incurred in providing any 
cooperation requested by THERANOS. if all or any part of the 
THERANOS System is, or in the opinion of THERANOS may 
become, the subject of any claim or suit for infringement of any 
Intellectual Property Rights, THERANOS may, at its option and 
expense: (A) procure for COMPANY the right to continue use 
of the THERANOS System or the affected part thereof, (B) 
replace the THERANOS System or affected part thereof, (C} 
modify the THERANOS System or affected part thereof to 
make it non-infringing or (D) if none of the foregoing remedies 
are commercially feasible, terminate this Agreement and refund 
the aggregate payments made by COMPANY for the 
THERANOS System or the affected part thereof. THERANOS 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 123 of 295 


shall have no obligation under this Article 11 to the extent a 
claim is based upon (1) use of any version of the Software 
other than a current, unaltered version, if infringement would 
have been avoided by a current, unaltered version or (2) 
combination, operation or use of the THERANOS System or 
the Software contained therein with other software and/or 
hardware not provided by THERANOS. This Article 11 states 
the entire liability of THERANOS and the exclusive remedy of 
the COMPANY with respect to any infringement or alleged 
infringement by the THERANOS System or any part thereof. 


12, INDEMNIFICATION 


12.1. COMPANY agrees to defend, indemnify and hold 
harmless THERANOS and its respective employees, officers, 
directors, independent contractors, stockholders and agents 
against and from any claims, proceedings or investigations 
arising out of or in connection with (a} the conduct of a Project 
or the use of the results of a Project, (b} COMPANY's breach of 
this Agreement, negligence or intentional misconduct or (c) the 
development, manufacture, use, sale, offer for sale, marketing 
or testing of any product or service by or under the authority of 
COMPANY (including any personal injury or property damage 
related thereto), including, without limitation, amounts paid in 
settiement of claims, proceedings or investigations, and agrees 
to bear all costs and expenses, including, without limitation, 
reasonable attorneys’ fees, incurred in connection with the 
defense or settlement of any such claim, proceeding or 
investigation as such costs and expenses are incurred in 
advance of judgment or settlement. COMPANY shall be 
promptly notified of any such claim and THERANOS shall 
cooperate with COMPANY in the defense of such claim. 


42.2. | THERANOS agrees to defend, indemnify and hold 
harmiess COMPANY and its respective employees, officers, 
directors, independent contractors, stockholders and agents 
against and from any third-party claims, proceedings or 
investigations arising out of or in connection with (a) any 
personal injury or property damage directly related to the use of 
the THERANOS System during the conduct of a Project 
{except as a result of the negligence or intentional misuse of 
the THERANOS System in such Project by COMPANY or its 
Affiliates or their respective employees, consultants and/or 
agents or by the Participants), (b) the use by THERANOS of 
the results of a Project in CABS, or (¢) THERANOS' material 
breach of this Agreement, negligence or intentional 
misconduct, including, without limitation, amounts paid in 
settlement of claims, proceedings or investigations, and agrees 
to bear all costs and expenses, including, without limitation, 
reasonable attorneys’ fees, incurred in connection with the 
defense or settlement of any such claim, proceeding or 
investigation as such costs and expenses are incurred in 
advance of judgment or settlement. THERANOS shall be 
promptly notified of any such claim and COMPANY shall 
cooperate with THERANOS in the defense of such claim. 


13. INDEPENDENT CONTRACTOR 


The parties agree that the relationship of THERANOS and 
COMPANY established by this Agreement is that of 
independent contractors. Furthermore, the parties agree that 
this Agreement does not, is not intended to and shall not be 
construed to establish an employment, agency or any other 
relationship. Neither party shall have any right, power or 
authority, nor shall they represent themselves as having any 
authority, to assume, create or incur any expense, liability or 
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obligation, express or implied, on behalf of the other party, or 
otherwise act as an agent for the other party for any purpose. 


14. DELAYS 


THERANOS will require documents, data, records, and 
cooperation by COMPANY in order to properly perform the 
Services, and THERANOS is not responsible for errors, delays 
or other consequences arising from the failure of COMPANY or 
its employees, agents or contractors to provide such 
documents, data, records or cooperation in a timely manner. 
Neither party shail be liable to the other for failure or delay in 
the performance of any of its obligations under this Agreement 
for the time and to the extent such failure or delay is caused by 
earthquake, riot, civil commotion, war, terrorist acts, strike, 
flood or governmental acts or restriction, or other cause that is 
beyond the reasonable contro! of the respective party. The 
parly affected by such force majeure will provide the other party 
with full information thereof as soon as it becomes aware of the 
same (inciuding its best estimate of the likely extent and 
duration of the interference with its activities), and will use 
commercially reasonable efforts to overcome the difficulties 
created thereby and to resume performance of its obligations 
as soon as practicable. if COMPANY delays or suspends 
theProject for a significant period of time due to no fault of 
THERANOS, and COMPANY requests that THERANOS staff 
continue to be assigned to the Project during the period of such 
delay or suspension, a monthly services fee will be charged, in 
an amount and schedule reasonably determined by 
THERANOS consistent with THERANOS’ general practices for 
calculation of such monthly service fees, Such delay shall last 
no longer than three (3) months, after which time THERANOS 
shall have the right to terminate this Agreement. 


15. TERMINATION 


15.1. This Agreement may be terminated by cither party 
upon default in performance of the other party, provided that 
any defaulting party shall be given not less than ninety (90) 
days prior written notice of default (or ten (10) days in the case 
of a payment default) and the opportunity to cure the default 
during such period. In the event this Agreement is terminated 
pursuant to this Article 15, THERANOS shall retain such sums 
as may have been paid to it by COMPANY under the terms of 
this Agreement to compensate FHERANOS for work performed 
and expenses incurred in accordance with Schedule 1.. 
COMPANY shall pay THERANOS any additional amounts 
owed, but not yet paid, for work performed and expenses 
incurred prior to termination, as well as any incidental costs 
associated with termination, within thirty (30) days after the 
effective date of termination. 


15.2. COMPANY may terminate the Agreement without 
cause on ninety (90) days notice to THERANOS. in the event 
the Project is terminated pursuant to this Section 15.2, 
THERANOS shall retain such sums as may have been paid to 
it by COMPANY under the terms of this Agreement to 
compensate THERANOS for work performed and expenses 
incurred. In addition, COMPANY shall pay THERANGS within 
thirty (30) days of the effective date of termination under this 
Section 15.2 {i} an amount to compensate THERANOS for lts 
wind-down activities, which shail be equal to ten percent (10%) 
of any amounts payable in consideration for the Servicesthat 
have not been paid as of the effective date of such termination, 
which amount the parties agree, for convenience, would be a 
reasonable estimation of THERANOS’ casts incurred in 
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connection with such wind-down activities; and (i/} any 
additional out-of-pocket costs incurred by THERANOS in 
connection with the Project, including, without limitation, non- 
cancellable commitments attributable to the termination of the 
Agreement. 


15.3. No later than tem (10) days after any termination of 
this Agreement, COMPANY shall return to THERANOS alt 
THERANOS property in its possession or control, including: (4) 
all Confidential Information of THERANOS; (b) all Devices and 
Client Accessible Software provided under this Agreement, and 
(c) all authorization codes providing Participants and/or Users 
with access to the THERANOS System in connection with the ; 
uniess otherwise provided in Schedule1. in addition, 
GOMPANY shall ensure that all relevant Participants, Users 
and other COMPANY employees and consultants cease using 
the THERANOS System promptly following any such 
termination of this Agreement. 


16.4. Articles 1, 4, 7, 8, 9, 11, 12, 15 (other than the first 
sentence of each of Sections 16.1 and 16.2), 16, 17, 18, and 
19 and Sections 5.4, 6.2, 6.3 and 6.4 shall survive expiration or 
termination of this Agreement for any reason. Except as 
otherwise provided in this Section 15.4, all rights and 
obligations of the parties under this Agreement shal! terminate 
upon expiration or termination of this Agreement for any 
reason. 


16. COMMUNICATIONS AND PAYMENTS 


All notices, administrative communications and payments 
provided for in this Agreement shall be by express delivery 
service or first class mail, postage prepaid, addressed to the 
respective parties as follows: 


To THERANOS: _ Theranos, Inc. 
3200 Hillview Ave. 
Palo Alto, CA 94304 
Attn: Controller 

To COMPANY: Dr.D.H.Bowen 

AstraZeneca UK Limited 

Parklands, 

Alderley Park, 


Macclesfield, 
Cheshire SK10 4TG 


17. ASSIGNMENT 


Neither party shall have the right to assign this Agreement 
or any of the rights or obligations hereunder without the prior 
written consent of the other party. Notwithstanding the 
foregoing, either party may, without such consent, assign this 
Agreement to a third pariy that succeeds to ail or substantially 
all of such party's business or assets relating to this Agreement 
whether by sale, merger, operation of law or otherwise. 


18. LIMITED WARRANTY 


18.1. Each party represents and warrants that: (a) it has the 
legal authority to enter into this Agreement; and (b) the 
execution, delivery and performance of this Agreement by it 
and its obligations hereunder do not conflict with any 
agreement, instrument or understanding to which it Is a party or 
by which it may be bound. 
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18.2. Each party shall perform its obligations under this 
Agreement: (a) in a timely and professional manner; (b) in 
conformance with that level of care and_ skill ordinarily 
exercised by other professional companies of a similar size and 
in similar circumstances; and (c) in compliance in all material 
respects with ail applicabie laws. Without limiting the 
foregoing, COMPANY represents, warrants and covenants that 
it has obtained, and shai continue during the term of the 
Project to obiain, all necessary consents to be able to provide 
to THERANOS and to permit THERANOS to use for all 
Purposes specified in this Agreement and subject to the terms 
of this Agreement Participant Data, Data (as defined in Section 
8.3), and other data provided by COMPANY (with respect to 
such other data, at COMPANY’s sole discretion) or otherwise 
furnished to THERANOS in connection with the Project or 
under this Agreement. 


18.3. EXCEPT AS OTHERWISE EXPRESSLY SET 
FORTH IN THIS AGREEMENT, THERANOS MAKES NO 
REPRESENTATIONS OR WARRANTIES OF ANY KIND, 
EITHER EXPRESS OR IMPLIED, WITH RESPECT TO THE 
SERVICES OR THE THERANOS SYSTEM (OR ANY PART 
THEREOF) OR ANY ITEMS OR WORK PRODUCT 
PROVIDED UNDER THIS AGREEMENT, INCLUDING 
WARRANTIES OF MERCHANTABILITY, FITNESS FOR A 
PARTICULAR PURPOSE, VALIDITY OF ANY INTELLECTUAL 
PROPERTY OF THERANOS OR NONINFRINGEMENT OF 
ANY INTELLECTUAL PROPERTY RIGHTS OF THIRD 
PARTIES. COMPANY acknowledges that THERANOS makes 
no representation or warranty that the COMPANY's 
pharmaceutical, biologic, or medica! device products (including 
COMPANY Compound) tested in connection with the Services 
can, either during the term of this Agreement or thereafter, be 
successfully developed or, if so developed, will receive the 
required approval by the U.S. Food and Drug Administration 
(‘FDA’) or other applicable regulatory body. 


18.4. IN NO EVENT (A) SHALL EITHER PARTY HAVE 
ANY LIABILITY TO THE OTHER PARTY FOR ANY LOST 
PROFITS, LOSS OF DATA, LOSS OF USE, COSTS OF 
PROCUREMENT OF SUBSTITUTE GOODS OR SERVICES 
OR ANY INDIRECT, SPECIAL, INCIDENTAL, PUNITIVE OR 
CONSEQUENTIAL DAMAGES, HOWEVER CAUSED, 
WHETHER IN CONTRACT, TORT OR UNDER ANY OTHER 
THEORY OF LIABILITY AND WHETHER OR NOT THE 
PARTY HAS BEEN ADVISED OF THE POSSIBILITY OF 
SUCH DAMAGES AND (B) SHALL EITHER PARTY'S 
AGGREGATE LIABILITY ARISING OUT OF OR RELATED TO 
THIS AGREEMENT, WHETHER IN CONTRACT, TORT OR 
UNDER ANY OTHER THEORY OF LIABILITY, EXCEED THE 
TOTAL FEFS PAID BY AND DUE FROM COMPANY 
HEREUNDER. NOTWITHSTANDING THE FOREGOING, 
THE LIMITATIONS ON LIABILITY AND DAMAGES IN THE 
PRECEDING SENTENCE SHALL NOT APPLY TO: {A) 
LIABILITY OR DAMAGES TO THE EXTENT ARISING FROM 
A BREACH UNDER ARTICLES 7, 8 OR 9 OR FROM A 
PARTY'S GROSS NEGLIGENCE OR INTENTIONAL 
MISCONDUCT; OR (2) LIMIT THE PARTIES’ 
INDEMNIFICATION OBLIGATIONS UNDER ARTICLES 11 
AND 12 WITH RESEPCT TO AMOUNTS OWING TO THIRD 
PARTIES, 
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19. GENERAL CONDITIONS 


19.1. The headings in this Agreement are for convenience 
only and do not in any way fimit or amplify the terms or 
conditions of this Agreement. 


49.2. This Agreement, its exhibits and Schedules constitute 
the entire agreement between the parties and supersede all 
prior contracts, agreemenls, proposals, letters, communicalions 
and understandings, whether written or oral, relating to the 
same subject matter between the parties; provided however 
that this Agreement shall not modify or otherwise affect the 
parties’ obligations under any confidentiality or non-disclosure 
agreement executed prior to the Effective Date with respect to 
the disclosure of information under any such agreement that is 
not related to the subject matter of this Agreement. The parties 
intend this Agreement to be a complete statement of the terms 
of their agreement, and no change or modification of any of the 
provisions of this Agreement shall be effective unless it is in 
writing and signed by duly authorized officers of THERANOS 
and COMPANY. 


19.3. This Agreement shall be governed by and construed 
in accordance with the laws of the State cf Delaware, U.S.A, 


19.4, in the event of a dispute arising out of this Agreement, 
the prevailing party shali be entitled to be paid all legal costs 
and expenses (including reasonable attorney fees) paid or 
incurred by it to bring or defend such dispute, including alt 
costs of collection. 


19.5, THERANOS agrees to comply at all times with all 
provisions of the Generic Drug Enforcement Act of 1992 (the 
"Act"}. THERANOS further agrees to submit to COMPANY 
upon completion or termination of a Project a certification that 
neither THERANOS nor any of its employees has been 
debarred by the FDA under the provisions of the Act and that 
THERANOS did not use in any capacity in connection with this 
Agreement the services of any person (as defined in the Act) 
debarred under the provisions of the Act 


(The remainder of this page is intentionally left blank.) 
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theranos 


redefining healthcare ' 
Each party has caused this Agreement to be executed by its duly authorized representative as of the Effective Date. 


THERANOS, INC. ASTRAZENECA UK LIMITED 
x 


Gs. 
Hedy, OSS Liratylliatd Ay 
Accepted by (signature) Acepted by (signature) — 


Midwal WV. Esquives KVLSTY witty 


Name Name 
Generch Coansed & Corporat Scere ary PISCOVERY MEDIC Chin cAy 
ae id Tet Ceoee 
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theranos 


redefinuig healt hcure 


SCHEDULE 1 


Contact: 


Susan DiGiaimo 

Corporate Account Manager 
Theranos, Inc. 

Phone: (609) 978-0763 
sdigiaime@theranos.com 


www.theranos.com 
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Theranos, inc. - AstraZeneca 


SCHEDULE 1 


This Statement of Work is entered into pursuant to the Services Agreement, dated 31° January, 2008 (ihe 
“Service Agreement”), among AstraZeneca UK Limited (“COMPANY”) and Theranos, Inc. ("THERANOS’). 
All defined terms used herein have the same meanings as set forth in the Services Agreement unless 
atherwise specifically defined herein. 


COMPANY is planning the below described application that requires utilization of the Theranos System in a 
clinical trial (the “Project”). THERANOS will furnish the Services, as set forth herein, to COMPANY to facilitate 
collection and analysis of data for the Project using the Theranos System. 


This document outlines the Services, terms for use and customization of the Theranos System for use solely 
by COMPANY in connection with the Project. 


DESCRIPTION OF IMPLEMENTATION 


Theranos has developed an angiogenesis cartridge as part of the Theranos System which can monitor 
angiogenesis markers including VEGF, PLGF and VEGFR2. COMPANY is interested in assessing and 
comparing the Theranos System with the current standard ELISA assays for these three markers. 


The following study requirements are based on THERANOS*? initial assessment and assumptions of the 
application specific information provided toward achiaving the aforementioned objectives. Ongoing 
discussion with COMPANY’s trial team is expected after receipt of the final protocols. 


The Theranos System is a fully integrated Healthcare Systems Solution. The implementation process 
includes: 


e Customized design if applicable 
Customized assay panels if applicable 

e Development of antibodies where applicable 
» Baseline development where applicable 


» 24X7 Real-time data access to data and hosting 
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e Reporting, including compliance and transmission data by subject site. 


» Comprehensive Theranos Systems ‘raining for the site (Users) and subjects (Participants). Additional 
training can be provided via WebEx and teleconference if needed 


» Theranos System unique access code to authorized users 


» Convenient Theranos System Koozie: insulated, carrying case for subject to take the needed 
accessories and components of System home and ta sile. 


e® 24X7 customer support provided by direct Theranos employees for the site and COMPANY. 


Project Objectives: ‘To assess and compare the Theranos System with the current standard ELISA assays for the measurement 
of VEGF, VEGFR2 and PIGF in patient blood samples.. 
‘The project covered by this Schedule | is en Exploratory objective of a Phase I Clinical Trial. 


CLINICAL TRIAL USE: 


s Clinical Use AZD2171(Recentin’: THERANOS will use the fTHERANQOS proprictary angiogenesis cartridge. 


Measurement of the following analyies: VEGF, VEGFR2, and PIGF in blood samples from patients will be done. 


e The system will demonstrate the use of these “baselines” for adaptive testing based on the integrated analysis results from 
these trials. 


e  Theranos testing infrastructure will allow for venous samples to be run with f mL of blood or less to enable more frequent 
venous testing as au alternative to a central laboratory 


THERANOS will provide ihe Readers, Cartridges, and TheranOS (Theranos Operating System) for use in ihe clinical trial. The daia 
received from the Readers through THERANOS® proprietary TherauOS transmission will be profited in a cusiom database for 
clinies/clinicians of AstraZeneca involved in the trial. 


Project Parameters: AZD2471(Recentin” 3 Clinical Trial 


Project Detail 
Project Parameters 


Project ID AZD2171 


VEGF, PIGF, VEGFR2 


Assays 


Number of sites 1 Site, UK- Royal Marsden, London 


25 patients (up to a maximum of 35 
patients)with advanced treatment refractory 
solid tumors; patients will receive Recentin 
45mg OD 


Total number of patients to be monitored 


Number of Time points 3 X's per week for 25 Days 


Theranos Service Assessment Final 10 of 20 Theranos, inc. Confidential 


FOIA Confidential Treatment Requested by Theranos THER-0905902 
Fed. R. Crim. P. 6(e) material 


E R-14457 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 130 of 295 


Up to 28 days for each patient 


Length of patient participation fer Theranos 
assessments 


Participating countries United Kingdom 


Languages for translation None (English Only} 


N/A 


power 


Customization of communications network and | Customize control system for use in the UK 


Expected start date 


February 2008 
Expected end date January 2010 
Total duration of Project 2 years 
HARDWARE READERS CARTRIDGES TheranOS (Months) 
Maximum 36 (35 plus one extra per site | 36 Minimum 25 24 Months 
Minimum 26 (25 plus one extra al sile subjects: 12 per 
26 month per 
subject=300 
Maximum 35: 12 per 
month per subject= 
A20 
! 


AstraZeneca is validating the Theranos System by utilizing Cartridges designed to run multiplexed assays. 
These assays will measure VEGF, VEGFR2, and PIGF. The Theranos System will be incorporated into a 


clinical trial utilizing oncology subjects in the UK. 


Goals of Study: 


@ Compare real-time data from Theranos System with that obtained from current gold standard ELISA laboratory procedures. 


To obtain real-time data from the Theranos System when used to compare data from venous blood draw using preferred 
laboratory measurements versus finger stick on the Theranos System. 

To compare the result time for obtaining real-time data from the Theranos system with the current preferred laboratory 
measurement method. 

To assess the Communication ancl Ambulatory Bicinformatics System (TheranO8) including the healthcare provider and 
patient porlals as well as the data reports generated. 

To receive qualified inpul/feedback on the performance of the Theranos System from clinical personnel and patients 
associated with the clinical site. 

Generate data on the Theranos System that demonstrates the performance of the assay inclucling inter/intra reader and assay 
variability and sensitivity of the assays 
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Total # of Cartridges as required by data points in Table 1 = 12 per patient (TOTAL = 300) 


TABLE I: Data Points for Clinical Monitoring using the Theranos System (TS) and Laboratory 
Assay (ELISA) 


Day—1 ; Clinic, - 1 TS. cartridges ELISA 


Day.1 Clinic 1 TS cartridges ELISA 


Day 7 Clinic 1 TS cartridge ELISA 


Day.14 Home TS 


Day.44 Clinic ISA 


Home TS 


Day.21 Clinic . ~ 4 TS Cartridge ELISA 


Day 25 ~<Home TS 


THERANOS Services. pre-deployinent 


THERANOS delivers the following services with a standard trial implementation, including, Software 
customization, training and study support. 


Project Management 
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For the Project, a Strategic Account Manager is assigned for the implementation of the Project. 


* Lead the pre-implementation kick off meeting to discuss Project specifics, roles and 
responsibilities of COMPANY and THERANOS for the duration of the Project 


* Define and transfer assay-specific criteria, materials and background information 


* Create and monitor a pian to ensure timelines for the Services are accurately communicated and 
adhered to 


* Customize Project planning and control applications within TheranQS” 


+ Develop TheranOS Requirements Specification document, which describes how patient data will 
be received and viewed via the web, as well as how data will be entered via the web using 
TheranOS, if applicable. 


* Develop Data Transfer Specification document 
* Provide Theranos System User Guide for all participants 


Pian for comprehensive training session 


Services Configuration/Software Customization 


THERANOS will design, develop, program, test and validate a secure database to capture quality 
data generated in the course of the conduct of the Project. This is carried out in conjunction with 
COMPANY involvement. 


* Setup secure study specific Web access 


« Initial setup of accounts and access privileges of all parties who will be authorized to access 
TheranOS 


+ Acquire, inventory, test Readers and Cartridges for specified study 


Training 


THERANOS offers customized training services to COMPANY staff and Users 


» Develop and deliver customized training course, including comprehensive overview and 
Theranos System hands-on workshop 


+ THERANGOS will provide a local nurse trained in the use of the Theranas System to assist 
subjects in setting up their systems in their homes and to provide additional support during 
the course of the trial as needed. 


* — In-person training cf COMPANY staff and Users at investigator meeting and/or site 


@ THERANOS will send up to two (2) individuals to perform training*”; THERANOS assumes 
the meeting will nct extend beyond two (2) days 


Theranos Service Assessment Final 13 of 26 Theranos, inc. Confidential 


FOIA Confidential Treatment Requested by Theranos THER-0905905 
Fed. R. Crim. P. 6(e) material 


E R-14460 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 133 of 295 


« THERANOS supplies the Theranos System for individual hands-on training 


*NOTE: THERANOS requires one (1) hour of training at the investigator meeting and/or site fo 
adequately train COMPANY staff and Users in using the Theranos System. 


THERANOS Services: post-deployment 


Data Delivery 


During the trial, Users will have permission-based access fo viewing all data, and on-demand 
ASCIV/Excel (CSV) data transfer via TheranOS. 


Subject Monitoring and Project Management Reports 


The following reports and analytical tools will be available via the Internet using the data collected 
from the Theranos System: 


Optional for this study: Upon request, custom data sunimaries can be provided. 


1:Tabular Data Listing 
2:Cartridge Data Readout 


3:Study Summary Report (contains enrollment by site and other high-level study status 
information) 


NOTE: THERANOS will be responsible for monitoring TheranOS — only to ensure that the 
THERANOS System is operating as intended. THERANOS will not be responsibie for reviewing or 
acting upon the clinical data presented in the data reports, nor for ensuring the cornpleteness of any 


such data. 
Data Transfer 


Monthly, cumulative data transfers executed by THERANOQOS in SAS file format to Astrazeneca via 
email (password protected ZIP file). Formatting, mapping and quality assurance of design not to 
exceed 10 hours. 


Project Support 


Client Infrastructure and Technical Support 
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THERANOS will provide and manage the dala sites to be used by COMPANY in connection with the 
Services providedin this Schedule 7. 


+ Work with COMPANY to ascertain whether the clinical have appropriate computer 
configuration to run TheranOS and if they have the appropriate telecommunications 
infrastructure to successfully transmit Participant Data. 


+ Create User profiles (adding a User to a Project and assigning their role for the Project) 

+ Administer, monitor and troubleshoot web and database servers for duration of the Project 
+ Create daily backups of Project data to tape, and store at offsite facility 

¢ Provide second jevel technical support to the Project Support Center 


+ Assist COMPANY with issues regarding network infrasiructure setup related to the 
THERANOS System 


Troubleshoot firewall, computer system and connectivily issues relating to TheranOS 


Project Support Center 
During the Project, THERANOS will provide telephone support for COMPANY regarding the use of the 
Theranos System provided in this Schedule 7. 
> North America help desk support from THERANOS' Menlo Park, CA office: 

» Responding to telephone support needs for the duration of the Project 

* Live coverage from 09:00 to 9:00 East Coast Time 

» 24x 7 beeper support 
Shipping 


THERANOS will be responsible for shipping alf hardware, whether purchased or leased, to 
COMPANY. Readers will be leased unless otherwise stated by COMPANY. COMPANY will pravide 
a third party billing account number so that shipping charges will be billed directly to COMPANY. In 
the event that an account number is not provided, THERANOS will bill COMPANY monthly for 
shipping charges and apply a shipping administrative fee in the amount of 10% of the shipping costs. 


Trial Comununications 


All communications provided for in this Schedule 1 for the Project set forth herein shall be made by express 
delivery service or mailed postage prepaid and addressed to the respective parties as follows: 


THERANOS Contacts: 
Study Matters: Billing Matters 


Susan DiGiaimo 
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Corporate Account Manager Controller 

Theranos, Inc. Theranos, Inc. 

1430 O'Brien Drive 1430 O'Brien Drive 
Menlo Park, CA 94025 Menlo Park, CA 94025 
Ph.(809) 978-0763 Ph. (650) 470-6177 
Fax (609) 978-0764 Fax (650) 838-9165 


sdigiaimo@theranos.com 


COMPANY Contacts: 


Study Matters: Bill Invoices To: 
Shirley Spratt (Senior SDOS) Invoices need to be sent electronically te 


UKAPinvoicesection@astrazeneca.com cr if this is 
not possible to the following address: 


The purchase2pay team 
AstraZeneca UK Ltd 
PO Bex 30 


Sik Road Business Park 


Macclesfield 
SK10 2NA 
if available, please provide a PO # to expedite billing: 
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IN WITNESS WHEREOEF, the parties hereto have caused this Statement of Work to be executed by their 
respective duly authorized representatives as of this day and year. 


THERANOS, Inc. COMPANY 


Signature Signature 


Name (please print) 


Geaerak Counted & Corpordee Seera’ md DISCovEgzY MED) CAVE CLIVICAL. 


Title FEM MET OEZ 
February 1H, 2008 5 Feb 26 
Date Date 


Please sign and date two (2) originals and send both to THERANOS for signature via traceable mail (e.g. UPS or 
FedEx), One executed criginal will be returied to COMPANY. 
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Schedule 2 


Please note that should the scope or parameters of this Project (e.g. requirements for configuration 

and/or support) change, associated fees may need to be revised and no Services will be provided for 

such new scope or parameters until the parties her to amend this Statement of Work to reflect such 
changes. 


services Fees USD 
Clinical Use: AZD2171 Study 
a Pre-Deployment 


2 Development/Validation/Customization of readers, cartridges, & multiplexed point of 
care assays 


« Training, Distribution, , trial definilion/project management, services 
configuration/software customization (TheranOS), sel up of patient and physician 
portais, real-time reporting, analytics, and AstraZeneca-specific back-end 
infrastructure 

a {nternational communications and data transmission infrastructure 

» Post-Deployment 


s Data delivery, Project support, client infrastructure and technical support 


international customer care support (24x7) $25,000 


Total Services 


eee neers OER RARER 
Total Contract Value 


$25,000 


PAYMENT SCHEDULE 


Invoice Date 
Payment Schedule Amount Due no later than: 


Upon Execution of SOW 
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Commitment of Theranos Resources 
Hardware Procurement 


Total Due at Contract Execution $25,000 100% 


Milestone Payments 


For internationally based trials contract denomination will be in US currency. Any significant 
changes in the US <currency> conversion rate will be reflected in this Schedule 2. Payments made to 
Theranos will be made in US currency. 


Trial Extensions: 


Should COMPANY extend the study, the above milestones will still be due and payable on the schedule 
provided above. 


Late Payments: 


All invoices not paid in 45 days shall incrue interest at the rate of 1.5% per month until paid in full. All such 
interest shall be due and payable on demand. 


Trial Delays: 


All amounts are due and payable as set forth above provided that in the event of a delay in the 
commencement or implementation of the Project of over sixty (60) days, COMPANY may by written notice to 
THERANOS request that Services be suspended for a period of lime or until the occurrence of a milestone {in 
sither case, the “Suspension Period”) specified in the notice (but in no event to exceed six months in curation) 
proviced that COMPANY (i) pays to THERANOS all amounts due and payable through the date of delivery of 
said notice and (ii) COMPANY pays to THERANOS a fee (the “Suspension Fee”) equal to $10,000. 
THERANOS shall not be obligated to provide any services during the Suspension Period. At the end of the 
Suspension Period, the Services and payments therefore shall resume as set forth in the Services Agreement 
and this Schedule 2. No more then one Suspension Period may be actuated during any twelve-month period. 
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Pass Through Costs: 


a) Actual costs incurred for items including but not limited to THERANOS travel and lodging (including travel to COMPANY 
site or CRO location (s), Investigator Meetings, telecommunications, printing, shipping and related transportation costs and 
other incidental expenses incurred to provide or in support of the Services outlined in this Schedule 2 will be billed monthly 
and will be due and payable by COMPANY within fifteen (15) days of receipt of invoice. These expenses will be charged 
to COMPANY at Theranus cust. 

b) Certain charges including but not limited to VAT, duties, etc.,, ifapplicable will be paid directly 6 COMPANY 
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File Produced in Native Format 
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4 ABBREVIATIONS 


This section provides abbreviations and definitions of terms and concepts that may be commonly 
used throughout this report. 


COA Certificate of Analysis 

Cone. Concentration 

CV Coefficient of Variance 

DFE Difference from Expected 

ELISA Enzyme-linked Immunosorbent Assay 

LLOQ Lower Limit of Quantification 

N Number of cartridge replicates 

NA Not Applicable 

NC Not Calculated 

ng/mL Nanogram per milliliter 

NR Not Reportable 

OORH Out of Range High 

OORL Out of Range Low 

QC Quality Control 

r Coefficient of Determination 

RLU Relative Light Units 

RT Room Temperature 

8.D. Standard Deviation 

SOP Standard Operating Procedure 

pL Microliter(s) 

ULOQ Upper Limit of Quantitation 
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5 GLP COMPLIANCE STATEMENT 


Study Title: Determination of ACE-011 in Human Whole Blood using the Theranos Field 
System 


This study was conducted in compliance with the Food and Drug Administration (FDA) Good 
Laboratory Practice Regulations (GLP) as set forth in Title 21 of the U.S. Code of Federal 
Regulations Part 58; and the FDA Guidance for Industry: Bioanalytical Method Validation, May 


2001. 
Surekha Gangakhedkar 01/10/11 
Surekha Gangakhedkar Date 


Principal Investigator 
Theranos, Inc 
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6 QUALITY ASSURANCE STATEMENT 
Study Title: | Determination of ACE-G11 in Human Whole Blood using the Theranos Field 


System 


Principal Investigator: Surekha Gangakhedkar 


This bioanalytical method validation report has been audited by the Quality Assurance Unit of 
Theranos, Inc and has been found to accurately represent the method validated in this study. 
Within the scope of this audit and review, the reported results accurately reflect the raw data. 
The type of audit performed, the date the audit was performed, and the date the audit findings 
were reported to the principal investigator (study director) and management are summarized 


below. 
Date Audit Findings | 
. : . Reported to Theranos | 
Audit Type QA Auditor Audit Dates Principal Investioatorand | 
Management 
Draft Protocol Don Vu 12/06/10 12/22/10 
Study Records Javier Quinonez O1/I1O/11 O1/LO/11 
Draft Report Javier Quinonez 01/10/11 O1/10/11 | 
Javier Quinonez 01/03/11 
Quality Assurance 
Theranos, Inc Date 
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7 RESPONSIBLE PERSONNEL 


Surekha Gangakhedkar Assay Systems Manager, Principal Investigator 
Gary Frenzel VP Assay Systems 
Tina Noyes Senior Scientist 
Javier Quinonez QA Auditor 
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8 ARCHIVE STATEMENT 


All raw data, this bioanalytical report, and required supporting information for this study will be 
held under the control of Theranos, Inc. 3200 Hillview Ave, Palo Alto, CA 94304, USA. 


A copy of the final report will be sent to Celgene Corporation. 
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9 SIGNATURE PAGE 


Study Title: | Determination of ACE-G11 in Human Whole Blood using the Theranos Field 
System 


This report accurately describes the data obtained in the study. I have reviewed the study and 
agree that the data supports the conclusions stated herein. 


Surekha Gangakhedkar 01/10/11 


Surekha Gangakhedkar Date 
Principal Investigator 
Theranos, Inc 


Gary Frenzel 01/10/11 


Gary Frenzel Date 
VP Assay Systems 
Theranos, Inc 


SIGNATURE OF FINAL REPORT REVIEW, CELGENE CORPORATION 


Peter D Bryan Ph.D. Date 
Associate Director - DMPK 
Celgene Corporation 
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10 REPORT SUMMARY 


10.1 Introduction 


The objective of the study is to validate an ELISA method to quantify ACE-011 using the 
Theranos Assay System in human whole blood. The validated assay method will be used to 
determine ACE-011 in human whole blood samples generated during clinical studies. 


10.2 Methods 


A competitive ELISA will be validated for quantifying ACE-011 in human whole blood 
performed on a Theranos cartridge. In this assay, the capture surface consists of rabbit anti-goat 
antibody. The samples (including standards and QCs), alkaline-phosphatase labeled ACE-011 
and the anti-ACE-011 antibody (goat anti-ACTRIIa) are added to the capture surface. After the 
removal of unbound reagents by multiple wash steps, a chemiluminescent substrate is added. The 
response (Relative Light Units) is inversely proportional to the amount of analyte present. 
Calibrations are analyzed using Theranos proprietary software. 


Method validation will be performed to comply with the FDA 2001 Bioanalytical Method 
Validation Guidance. 


10.3 Results 


A summary of the data for ACE-011 test results for the 3 core runs in 3 different whole blood 
samples and additional experiments are provided in Table 1. 
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Table 1: Validation Summary of ACE-011 in Human Whole Blood 


Determination of ACE-O1 1 in Human Whole Blood using the 
Theranos Field System 


Theranos Project Number: CELG-004 
Celgene No. ACE-011-DMPK-001 


ACE-011 (ActRITA-I[gG1) 


Report Title 


Report Number 


Analyte Name and Synonym 


Sample Volume 20 pL 
Analytical Method Type Competitive ELISA 
Sample Processing Method None 


40.0 — 4000.0 ng/mL 
Standard Curve Concentrations 0, 20*, 40, 80, 125, 250, 500, 1000, 2000, 4000 and 8000* ng/mL 
Lower Limit Of Quantitation (LLOQ) | 40.0 ng/mL 


rar rea DOP oer fa - 


Upper Limit Of Quantitation (ULOQ) 


Calibration Range 


QC Concentrations 


* Anchor points 


Experiment Result Criteria Met 
nter-Instrument Precision N=24 Instruments (CV %) 10.1% Yes 
nter-Instrument Accuracy N=24 Instruments (% Recovery) 93% | Yes 
ntra-Day Precision at 5 QC Levels N=6 per level (CV%) 5.9 to 19.8% Yes 
ntra-Day Accuracy at 5 QC Levels N=6 per level (% Recovery) | 81 to 110% Yes 
nter-Day Precision at 5 QC Levels N=18 per level (CV%) 0.2 to 16.4% | Yes 
nter-Day Accuracy at 5 QC Levels N=18 per level (% Recovery) | 82 to 105% Yes 
High Dose Hook Effect Test (12,000 ng/mL) N=5 00% QORH | Yes 
ustrument Carryover Test (0 ng/mL run after 4000 ng/mL) N=9 00% OORL Yes 

ba : 20 out of 20 samples were 
7 ist 7 0 eee i 

Selectivity: Recovery at 1000 ng/ml. (% Recovery) 100+425% | Yes 

Selectivity: Recovery at 40 ng/mL (LLOQ) (% Recovery) is syle wee | Yes | 
4 1 

Selectivity: Recovery at O ng/mL (un-spiked) (% Recovery) : fa etsemiples Were Yes 

Process Stability: Precision at 500 ng/mL N = 15 (CV %) 8.8 % Yes 

Process Stability: Accuracy at 500 ng/mL N = 15 (% Recovery) 93 % Yes 
Cartridge Stability Week 1-4 at 4°C: Precision (CV %) 7.1 to 18.8% | Yes 
Cartridge Stability Week 1-4 at 4°C: Accuracy (% Recovery) 82 to 119% | Yes 
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10.4 Conclusion 
An ELISA method (Celgene No. ACE-011-DMPK-001) has been validated for the quantification 
of ACE-011 in human whole blood from 40.0 to 4000.0 ng/mL. 


The results indicate the method is sensitive, selective, accurate, and reproducible. 
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11 MATERIALS AND EQUIPMENT 


11.1 Chemicals and Reagents 


HPLC grade Water, Baker 

Phosphate Buffered Saline (PBS), Sigma 

Wash Buffer, Assay Designs 

99% Pure BSA, Sigma 

Heterophilic Blocking Reagent (HBR), Scantibodies 

Rabbit anti-goat antibody, Southern Biotech 

ACE-011, Provided by Sponsor 

Anti-ACTRHA Antibody, R&D Systems 

Alkaline Phosphatase-SH Labeling Kit, Dojindo 

PhosphoGlo Substrate, KPL 

Pooled Human Serum, Bioreclamation (for cartridge stability) 
Human Whole Blood, Stanford Blood Center (for all other experiments) 


11.2 Sample-Processing Equipment 


Equivalent equipment may be substituted on an as-needed basis. 


Plastic tubes: 1.5 mL 
Pipette Tips for single and Multichannel pipettes 
Pipettes: Single channels: 1-10pnL, 20-200 pL; Multichannel 20-300pnL 


11.3 Analytical Equipment 


Theranos ACE-011 060 Cartridges and System 
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12 ANALYTE INFORMATION 


Name: ACE-011 

Synonym ActRITA-IeG1 

Supplied Form Pre-determined quantity 50 mg/mL 
Lot Number: 09011-001 

Storage Conditions: -63°C or colder 
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13 DEFINITIONS 


This section provides definitions of terms and concepts commonly used throughout this report. 


Percent Difference from Expected (“cDFE) = ~ ‘Expected Signal =a x 100 


Standard Deviation 
Mean Concentration 


Precision = % Coefficient of Variation (CV) = x 100 


Determined Concentration 
Accuracy = % Recovery = - > x 100 
. Nominal Concentration 


Quality control samples at five concentration levels: 40.0, 120.0, 400.0, 3000.0 and 4000.0 
ng/mL) were prepared. The 40.0 ng/mL concentration corresponds to the assay LLOQ and the 
4000.0 ng/mL concentration corresponds to the assay ULOQ. The Low QC concentration was <3 
times the concentration of the lowest calibration standard. Mid QC concentration was 
approximately in the middle (linear) of the calibration curve. High QC was approximately 75- 
80% of the highest calibration standard concentration. 


Calibration standard and QC concentrations were determined based upon the actual 
concentrations of the stock solutions. 


All statistics in the data tables are calculated by Microsoft” Excel according to the calibration 
rules and equation applied by the Theranos System. 
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14 ACCEPTANCE CRITERIA 


The validation acceptance criteria and the statistical data will be determined at a minimum to this 
protocol. 


14.1 Run Acceptance Criteria 


Within each cartridge, the standards or samples will be automatically assayed in two replicates. 
The RLU from both replicates will be used to construct the calibration curve. A back-calculated 
concentration will be obtained for each replicate. The cartridge concentration will be reported as 
the mean of the replicate concentrations. 


Cartridge acceptance criteria include: 

(1) The % CV from the two sample replicates is < 25%. 

(2) The on-board controls satisfy acceptance criteria: the response from both the controls should 
be within +25% of the defined mean response and at least one of them should within +20% 
of the defined mean response. 

If cartridge does not meet acceptance criteria, the result is reported as NR 


14.2 Method Acceptance 


Calibration standards 


For each validation run to be acceptable, a minimum of 75% of the total number of calibration 
standards in the calibration range should be within 100+/-20% (100+/-25% at LLOQ and ULOQ 
standards) of their nominal values, and a minimum of six unique standard concentrations must be 
within the assay range. The calibration curve must contain at least one calibration standard at 
both the LLOQ and ULOQ of the range. 


Intra-Day Accuracy and Precision 


For method acceptance, the mean of back-calculated concentrations of the six (or more) 
replicates at each QC level for each day should not deviate more than +20% (425% for the 
LLOQ and ULOQ) from its corresponding nominal concentration. In addition, at least half of all 
the individual back-calculated concentrations from the six (or more) replicates for each QC level 
for each day must be within 100+20% (100+25% at the LLOQ and ULOQ) of their 
corresponding nominal values. The precision at each QC level for each day must not exceed 20% 
(25% for LLOQ) when calculated as the %CV. The concentrations will be calculated using the 
whole blood calibration curve, which does not include the High, Mid and Low QC levels. No 
more than one QC outlier (Dixon test} may be excluded from the statistical calculations for a 
given validation run, and a maximum of two QC outliers may be excluded for the combined 
three core runs. 
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Inter-day Accuracy and Precision 


Inter-day accuracy and precision will be evaluated over a period of three days. On each day, the 
QC levels specified in Table 2 will be spiked into a single whole blood sample. At least six 
replicate cartridges will be used per QC level on each of the days. For method acceptance, the 
mean of back-calculated concentrations of all the replicates from all three days at each QC level 
should not deviate more than +20% (425% for the LLOQ and ULOQ) from its corresponding 
nominal concentration. The precision of all the replicates from all three days at each QC level 
must not exceed 20% (25% for LLOQ) when calculated as the %CV. The concentration will be 
back-calculated using the whole blood calibration curve. No more than one QC outlier (Dixon 
test) may be excluded from the statistical calculations for a given validation run, and a maximum 
of two QC outliers may be excluded for the combined three core runs. 


Selectivity 


For the spiked samples, 14 out of 20 of the back-calculated concentrations from the individual 
whole blood samples must be within 25% of the corresponding nominal concentration. For the 
un-spiked samples, 14 of 20 must have a back-calculated concentration less than the LLOQ. The 
concentration will be back-calculated using the whole blood calibration curve. 


Instrument Precision 


For acceptance, 24 cartridges (run on 24 difference instruments) with a mid-range concentration 
(500 ng/mL in a single whole blood sample) should be within 20% of the nominal concentration. 
The concentration will be back-calculated using the whole blood calibration curve. 


High Dose Hook Effect Test 


Evaluate response of assay at a concentration of 12,000 ng/mL in whole blood with 5 replicate 
cartridges. The back-calculated concentration for this analyte level for all five replicates should 
be greater than ULOQ. 


Instrument Carryover Test 


The response of un-spiked whole blood sample run immediately after a 4000 ng/mL spiked 
blood sample on the same instrument must be less than the LLOQ response to be considered 
acceptable. 


Stability Test in Pre-built Cartridge 


To establish acceptance, the mean back-calculated concentrations for each analyte level must be 
no more than +20% from their Day 0 back-calculated concentration. In addition, the precision 
(“oCV) of all the replicates within the reportable range must not exceed 20%. Data not available 
as of the report date will be presented as an appendix to the validation report at a later date. 
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15 METHODS 


15.1 Primary Stock Solution and 10X Calibrators 


ACE-011 was provided at a concentration of 50 mg/mL. This stock solution was diluted serially 
in Assay Buffer (3% BSA in TBS with 0.05% Sodium Azide) to create a set of 10X calibrators 
and 10X QC standards as per the dilution series shown below. These standard solutions were 
aliquoted and stored at —80°C. 


oo 1X | 10x Volume (ub) 
Calibrator # | ng/mL | ng/mL | Stock/Previous Diluent Total 

1 | 8,000 | 80,000 10.0 6240.0 6250 

2 | 4000 | 40,000 3000.0 3000.0 6000 

3 | 2000 | 20,000 2400.0 2400.0 4800 

4 | 1000 | 10,000 2600.0 2600.0 | 5200 

S| 500 | 5,000 | 3100.0 31000 | 6200 

6 | 250 | 2,500 2600.0 2600.0 5200 

7 | 125 1,250 3200.0 3200.0 | 6400 

8 80 800 2304.0 1296.0 | 3600 

9 40 400 1500.0 1500.0 3000 

10 20 200 1000.0 1000.0. | 2000 

1 0 0 0.0 2000.0 | 2000 

1X 10x Volume (uL) 

Level | ne/mb | ng/mL | Stock/Previous Diluent | Total 
QC High 3,000 | 30,000 5.0 8295.0 8300 
QC Mid 400 | 4,000 800.0 5200.0 6000 
QC Low 120 1,200 1440.0 3360.0 4800 


15.2 Preparation of Working Standards in Human Whole Blood 


To prepare working standards and QC samples, 1 part of each 10X solution was combined with 9 
parts whole blood for each data point. For example, 25uL of the 10X standard mixed with 225yL 
whole blood for a total of 250uL of spike whole blood. Spikes were mixed into whole blood by 
pipetting up and down gently 8 times. 
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16 ANALYTICAL METHOD SUMMARY 


Typical ELISA parameters used in this method validation are listed in Table 2 below. 


Table 2: Theranos ELISA Parameters 


Analyte ACE-011 


Matrix Human whole blood 


Calibration Standard Concentrations 0, 20*, 40, 80, 125, 250, 500, 1000, 2000, 4000 and 8000* ng/mL 


Quality Control Concentrations 40.0, 120.0, 400.0, 3000.0 and 4000.0 ng/mL 


Regression Type 4-Parameter Logistic 


THERAN 


Confidential 


Sample Volume 20 pL whole blood 


Extraction Procedure Summary In this assay, the capture surface consists of rabbit anti-goat antibody. 
The samples (whole blood, serum or plasma), alkaline-phosphatase 
labeled ACE-O11 and the anti-ACE-011 antibody (goat anti-ACTRI]a) 
are added to the capture surface. After the removal of unbound reagents 
by multiple wash steps, a chemiluminescent substrate is added. 


* Anchor points 
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17 RESULTS AND DISCUSSION 


A total of 3 complete validation runs in 3 different whole blood samples on 3 days were 
performed during the method validation. 


17.1 Standard Curve and Regression Analysis 


Calibration standard concentrations were prepared with a different individual whole blood 
sample for each of three day runs. Standard calibration curves were determined for each of the 
three days using 4-Parameter Logistic regression using Theranos proprietary software. In 
addition, a standard calibration curve was determined using data from all three days. Expected 
values for the on-board controls were calculated as the mean RLU using all the runs for three 
days. 

Table 3 shows the expected values for the on-board controls. Tables 4-6 show the 4-Parameter 
Logistic Regression parameters for each of the three days. Table 7 shows the 4-Parameter 
Logistic Regression parameters using data from all 3 days. Tables 8-10 show the raw data for the 
calibration runs for the three days and Table 11 summarizes the back-calculated concentrations 
for the runs for the three days. 


The acceptance criteria for the Calibration Standards is met each day with the percentage of 
individual cartridges showing recovery within 100£20% (1001425% at the LLOQ and ULOQ) of 
nominal as follows: Day 1; 83%, Day 2; 76%, Day 3; 75% 


17.2 Precision and Accuracy 


Precision and accuracy of the method were determined by analyzing QC samples at three 
different concentrations within the standard curve range in addition to the LLOQ and ULOQ for 
each whole blood sample/day to validate reproducibility. 


17.2.1 Intra-Day Accuracy and Precision 


Intra-day accuracy and precision were evaluated for each of the three days. Six replicate 
cartridges were run per QC level on each of the days. The concentrations of the QC levels were 
calculated using the same day’s whole blood calibration curve. Intra-day accuracy and precision 
raw data and calculated concentration results are shown in Tables 12 through 15. These results 
met the acceptance criteria. 


17.2.2 Inter-Day Accuracy and Precision 


Inter-day accuracy and precision were evaluated over the three days using the QC levels and the 
LLOQ and ULOQ levels. Inter-day accuracy and precision raw data and calculated concentration 
results are shown in Tables 16 and 17. These results met the acceptance criteria. 
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17.2.3 Inter-Instrument Accuracy and Precision 


Inter-instrument accuracy and precision were evaluated over 24 different instruments at a mid- 
range concentration of 500 ng/mL spiked into a whole blood sample. Intra-instrument accuracy 
and precision raw data and concentration results are shown in Table 18 and 19. These results met 
the acceptance criteria. 


17.3 Lower and Upper Limit of Quantification, SMin and SMax 


The lower limit of quantification (LLOQ) of the assay was 40.0 ng/mL and the upper limit of 
quantification (ULOQ) was 4000.0 ng/mL. The maximum and minimum signal (RLU) 
corresponding to the calibrated range was determined by the 4 Parameter Logistic fit as SMax 
and SMin respectively, and any results that fell above SMax were reported as “OORH” while 
results that fell below SMin were reported as “OORL”. 


17.4 Matrix Specificity and Selectivity in Human Whole Blood 


Selectivity is the ability of an analytical method to differentiate and quantify the analyte in the 
presence of other components in the sample. The selectivity test was performed by analyzing 
twenty individual lots of normal human whole blood spiked with 1000 ng/mL, 40 ng/mL and 
without ACE-011. Table 20 shows the raw data and Table 21 shows the concentration results for 
the selectivity test, with a summary in Table 22. All of the 20 samples showed OORL (below 
LLOQ) results un-spiked, 17 of the 20 samples showed a recovery between 75-125% spiked at 
40.0 ng/mL (LLOQ), and all 20 of the samples showed recovery between 75-125% spiked at 
1000.0 ng/mL. These results met the acceptance criteria. 


17.5 Stability 


Stability tests were used to evaluate the stability of the analyte during situations likely to be 
encountered during sample handling and analysis. 


17.5.1 Process Stability 


Stability of ACE-011 in human whole blood at room temperature after addition to the Theranos 
Cartridge sample well was evaluated. A sample of whole blood was spiked at 500 ng/mL and 
loaded into a number of cartridges using a stepper pipette. The cartridges were left sitting on the 
bench-top at room temperature over a span of up to 14 minutes before loading the cartridge into 
the Theranos instruments. These cartridges were a subset of the cartridges used for the inter- 
instrument precision test. The raw data from the process stability test are shown in Table 23 and 
the concentration results are shown in Table 24. Figures 5 and 6 depict the data in graphical 
form. These results met the acceptance criteria. 
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17.5.2 Cartridge Stability 


Stability tests are ongoing for manufactured cartridges stored at room temperature and 4°C (the 
recommended storage condition). This stability test encompasses all the components of the 
cartridge including the capture surface, conjugate, and the onboard liquid controls. 


The cartridges were manufactured and packaged in individual sealed foil pouches and then 
stored at either 4°C in a glass-front refrigerator, or at room temperature on the bench top. The 
stability tests are performed with 3 analyte levels of 3000 ng/mL (QCH), 120 ng/mL (QCL) and 
0 ng/mL spiked into pooled serum, aliquoted and stored at -80°C. Time points to be tested 
include 0, 1, 2, 4, 8, 12, 24 and 48 weeks with three replicates for each analyte level for each of 
the time points. All cartridges will include the on-board controls at 3000 ng/mL and 120 ng/mL 
in assay buffer. 


Tables 25 through 28 show the raw data and calculated concentration results gathered as of this 
report. Figures 7 and 8 depict the stability data in graphical form. At 4°C, the recommended 
storage condition, the stability results meet the acceptance criteria through week 4. At room 
temperature, the stability results fail to meet the acceptance criteria at 2 weeks and beyond. The 
on-board controls also failed at and after 2 weeks at room temperature indicating that the on- 
board controls are a good indication of cartridge viability. It is recommended that the cartridges 
are not allowed to remain unrefrigerated for a significant length of time. 


17.6 High Dose Hook Effect Test 


The response of assay at very high concentrations was tested. A whole blood sample spiked with 
12,000 ng/mL ACE-011 was tested with 5 replicate cartridges. The raw data are shown in Table 
29 and the concentration results are shown in Table 30. The calculated concentrations for all 5 
cartridges were OORH and the RLU were less than the SMin. These results met the acceptance 
criteria. 


17.7 Instrument Carryover Test 


To verify that instrument carryover is not a potential problem, an un-spiked whole blood sample 
was run on 9 different instruments immediately after a 4000 ng/mL spiked whole blood sample 
was run on the same instruments. The raw data are shown in Table 31 and the concentration 
results are shown in Table 32. The calculated concentrations for all 9 cartridges were OORL and 
the RLU were greater than the SMax. These results met the acceptance criteria. 
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18 CONCLUSION 

An ELISA method (Celgene number ACE-011-DMPK-001) has been validated for the 
quantification of ACE-011 in Human Whole Blood from 40.0 - 4000.0 ng/mL. The results 
indicate the method is sensitive, selective, accurate, and reproducible. The cartridges are stable 
when stored at 4 degrees (current stability data available for 4 weeks; longer study is on-going). 
In addition, ACE-011 is stable in human whole blood for at least 10 minutes after loading the 
sample into the cartridge, before starting the run. 
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20 TABLES 


Table 3: Expected Values for On-Board Controls, Signal (RLU) 


Parameter Value 
120 ng/mL Onboard Control: Expected Value (RLU) 47267 
3000 ng/mL Onboard Control: Expected Value (RLU) 4577 


Table 4: Regression Analysis of Day 1 ACE-011 Calibration in Human Whole Blood 
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Parameter | Value 

Min 1983.96712949276 

Max 76417.85799393 14 

Slepe 1.22759742248462 

Eds0 65.2149302620573 

L100 (ng/mL) 400 - 
ULOQ (ng/mL) | 4000.0 

Equation RLU = Min+(Max-Min)/(1+(Conc/Ed50))Slope 
SMax (Expected RLU at LLOQ) | 54503 

SMin (Expected RLU at ULOQ) 2382 
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Table 5: Regression Analysis of Day 2 ACE-011 Calibration in Human Whole Blood 


Parameter Value 

[Min 1045,12382586302 
Max 75951.1087062286 
Slope 1.25658397094462 
EKd50 63.9656971481931 
LLOQ (g/mL) 40.0 
ULOOQ (ng/mL) 4000.0 
Equation RLU = Min+(Max-Min)/(1+(Conc/Ed50))Slope 
SMax (Expected RLU at LLOQ) 54106 
SMin (Expected RLU at ULOQ) | 2287 
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Table 6: Regression Analysis of Day 3 ACE-011 Calibration in Human Whole Blood 


Parameter Value 

Min 1990 38258329355 

Max 68926.9009417742 

Slope 1.29265551374546 

Ed50 | 75.8393131455105 

LLOQ (ng/mL) | 40.0 

ULOQ (ng/mL) 4000.0 

Equation | RLU = Min+(Max-Min)/(1+(Conc/Ed50))Slope 


SMax (Expected RLU at LLOQ) 52403 


SMin (Expected RLU at ULOQ) 2321 
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Table 7: Regression Analysis of 3-Day ACE-011 Calibration in Human Whole Blood 


Parameter Value 

Min 2014.04465757502 

Max 69872.237599832 

Slope 1 3087857374004 

Ed50 75.1058097981751 

LLOQ (ng/mL) 40.0 

LLOQ (ng/ml) 4000.0 

Equation RLU = Min+(Max-Min)/(i+(Conc/Ed50))Slope 
SMax (Expected RLU at LLOQ) 53136 

SMin (Expected RLU at ULOQ) 2324 
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Table 8: ACE-011 Calibration in Human Whole Blood Day 1, Signal (RLU) 


N =3 cartridges for regular calibration points, N = 6 cartridges for LLOQ and ULOQ 
NR = Not Reported, % DFE = Percentage Difference From Expected Value 
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120 ng/mL 3000 ng/mL 
[ACE-011] Sample Replicates Intra-Cartridge Inter-Cartridge Control Control 
ng/mL 1 2 Mean CV% Mean CV% RLU % DFE RLU % DFE 
8000 2249 2217 2233 1 2091 6.5 49662 > 4506 -1 
1795 2131 1963 12 48203 2 4817 5 
2204 1951 2077 9 51398 9 5064 11 
4000 2403 2593 2498 5 2496 4.9 $2549 at AT24 3 
2623 2495 2559 4 56637 20 A870 7 
3082 2319 2700 20 52880 12 4813 5 
2315 2532 2424 6 49734 5 A791 5 
2120 2579 2350 14 46719 -1 4086 -11 
2352 2540 2446 >) 46760 -1 4304 -6 
2000 2755 3439 3097 16 3132 16 47847 1 5063 11 
3068 3268 3168 4 41066 -13 4349 -5 
NR NR NR - NR - NR 
1000 3595 3563 3579 1 3865 6.9 47495 0) 3996 -13 
4068 4138 4103 1 40499 -14 4373 -4 
3762 4067 3914 S 41769 12 4189 -8 
500 7103 6978 7040 1 7459 5.0 40447 -14 4557 0 
7504 7689 7596 2 46245 -2 5467 20 
7646 7837 T74l Z 53186 12 5047 10 
250 18788 14624 16706 18 14728 12.8 48247 2 5709 2 
15722 13343 14532 12 56775 20 5355 17 
12513 13378 12945 5 41126 -13 4656 2 
125 23021 24507 23764 4 24503 13.7 47247 0 5382 18 
20346 22832 21589 8 40769 -14 4676 2 
29208 27104 28156 5 46690 -1 5190 14 
80 31113 30363 30738 2 34137 8.8 41914 -11 3895 -15 
34197 36255 35226 4 52316 11 5126 12 
34228 38665 36446 9 53704 14 5354 17 
40 47715 45604 46690 3 50141 58 48889 3 4029 -12 
47254 48326 47790 2 42102 -l1 4603 1 
53686 54718 54202 1 44463 -6 4684 2 
48868 53889 51379 7 47394 0 4954 8 
54716 42336 48526 18 39714 -16 4231 -7 
47557 56957 $2257 13 51034 8 4567 0 
20 57089 66045 61567 10 58692 11.1 48576 3 A874 y 
66928 59600 63264 8 46302 -2 5353 17 
49084 53406 51245 6 43317 - 4461 -2 
0 70841 77712 74277 7 74444 0.3 41781 -12 4426 3 
W217) 71054 74612 5 50172 6 5130 12 
NR NR NR - NR - NR - 
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Table 9: ACE-011 Calibration in Human Whole Blood Day 2, Signal (RLU) 


N =3 cartridges for regular calibration points, N = 6 cartridges for LLOQ and ULOQ 
NR = Not Reported, % DFE = Percentage Difference From Expected Value 


THERANOS CONFIDENTIAL 


Confidential 


120 ng/mL 3000 ng/mL 
[ACE-011] Sample Replicates Intra-Cartridge Inter-Cartridge Control Control 
ng/mL 1 2 Mean CV% Mean CV% RLU % DFE RLU % DFE 
8000 2299 2197 2248 3 1990 11.5 43566 -8 4848 6 
1643 1975 1809 13 41324 -13 4761 4 
1848 1978 1913 5 38009 -20 4299 -6 
4000 2111 2558 2335 14 2383 2.0 40924 -13 4045 -11 
2222 2485 2354 8 49231 4 A972 9 
2473 2332 2403 4 50926 8 4821 5 
2037 2427 2382 3 59248 23 4515 -l 
2597 2337 2467 7 59220 25 4996 9 
2238 2481 2360 7 57384 21 4301 -6 
2000 3308 3310 3309 0 3191 4.8 54294 15 4777 5 
2926 3113 3020 4 49680 3 4892 7 
2958 3531 3245 12 38592 -18 4134 -10 
1000 4205 4728 4467 8 4074 9.0 41383 -12 5185 13 
3939 4090 4014 3 53626 13 4641 2 
3781 3699 3740 2 38404 -19 4820 5 
500 8114 7175 7644 9 6985 9.1 42761 -10 4107 -10 
6088 6655 6372 6 39260 -17 4334 “5 
7315 6561 6938 8 50010 6 4202 -8 
250 12122 12145 12133 0 12255 1.7 52479 1 4400 -4 
11693 13297 12495 9 50797 7 5527 21 
12282 11991 12136 2 49700 5 4912 7 
125 18764 23428 21096 16 24464 15.6 54169 15 4290 -6 
28980 28274 28627 2 53011 12 A742 4 
23391 23946 23669 2 44567 -6 4304 -6 
80 42238 40066 41152 4 42173 3.4 58116 23 5149 13 
40103 46287 43195 10 44074 - 5261 15 
NR NR NR - NR NR - 
40 41253 47407 44330 10 47946 74 42491 -10 4443 3 
41230 45206 43218 7 40768 -14 4452 -3 
50914 50348 50631 1 52808 12 4912 i 
50596 52882 51739 3 41551 -12 3831 -15 
47124 53378 50251 9 41650 -12 4152 -9 
46206 48804 47505 4 52610 11 3854 -16 
20 58475 58315 58395 0 60505 7.0 46134 -2 4027 -12 
55193 60335 57764 6 41759 -12 A825 6 
68673 62039 65356 7 46445 -2 4783 5 
0 69169 67562 68366 2 68090 2.5 44854 -5 4011 -12 
72089 60445 66267 12 AGA80 -2 A720 3 
74581 64696 69638 10 43365 -8 4718 3 
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Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 175 of 295 


Table 10: ACE-011 Calibration in Human Whole Blood Day 3, Signal (RLU) 


N =3 cartridges for regular calibration points, N = 6 cartridges for LLOQ and ULOQ 
NR = Not Reported, % DFE = Percentage Difference From Expected Value 
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66887 


E R-14503 


120 ng/mL 3000 ng/mL 
[ACE-011] Sample Replicates Intra-Cartridge Inter-Cartridge Control Control 
ng/mL 1 2 Mean CV% Mean CV% RLU % DFE RLU % DFE 
8000 2210 2238 2224 1 2063 8.9 45154 -5 5267 15 
1987 2216 2102 8 56674 20 4786 5: 
1849 1879 1864 1 50811 a 4378 -4 
4000 2433 2407 2420 1 2488 6.9 + 44285 -6 4952 8 
2248 2500 2374 7 44967 -5 A287 -6 
2665 2803 2734 4 48375 Z 4663 2 
2427 2155 2291 8 50822 7 4650 2 
2414 2489 2452 2 49930 6 4610 1 
2710 2607 2658 3 46827 -1 4288 -6 
2000 2617 2012 2315 18 2834 18.1 36822 -22 4359 -5 
3756 2923 3339 18 51834 10 3286 16 
2871 2826 2848 1 38257 -19 4771 4 
1000 4247 4813 4530 9 4663 4.0 47156 0 3191 14 
NR NR NR - NR - NR - 
5126 4465 4795 10 42911 -9 4132 -10 
500 7261 7234 7247 0 7073 15.3 $2152 10 3614 -21 
7828 8283 8056 4 43250 -9 3759 -18 
6188 5646 5917 6 S1737 9 5110 12 
250 14716 14444 14580 1 14929 15.2 48921 3 4567 0 
18668 16044 17356 11 56113 19 4612 1 
12553 13149 12851 3 50389 7 4783 3 
125 22898 23011 22954 0 25374 8.9 42990 9 4393 -4 
24167 27331 25749 9 55890 18 4912 7 
29215 25625 27420 9 50068 6 4753 4 
80 25690 25270 25480 1 27684 113 42501 -10 3742 -18 
NR NR NR - NR - NR 
27764 32012 29888 10 42291 -11 3559 -22 
40 55153 51339 53246 5 51218 24 48215 2 4152 9 
51241 48919 50080 3 37887 -20 5376 18 
51876 51260 51568 1 45086 -5 3932 -14 
53666 46016 49841 11 47894 1 4170 9 
48955 53651 51303 6 43615 -8 3834 -16 
48281 54254 51268 8 37158 -21 3750 -18 
20 57032 69005 63018 13 57420 8.7 55679 18 4181 Be) 
54016 52990 53503 1 48175 2 4255 -7 
38150 $3330 55740 6 43827 -7 4266 -7 
0 68818 64844 66831 4 68317 3.1 51469 9 4849 6 
NR NR NR - NR - NR - 
72720 69803 6 39374 -17 3757 -18 
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Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 176 of 295 


Table 11: Day 1, 2 and 3 Calibration, Back-Calculated Concentration (ng/mL) 


Day i Day 2 Day 3 
[ACE-011] ng/mL Cone Mean CV% % Ree. Cone Mean CV% % Rec. Cone Mean C#V% % Ree. 
8000 OORH OORT OORH OORH OORH OORH 
OORH OORH OORH 
OORH OORH OORH 
4000 3828 3270 19.8 82 2883 3373 10.3 84 3753 3238 17.0 81 
3436 3192 3284 
1998 3707 2457 
3544 3811 3702 
3311 3436 3562 
3502 3211 2668 
2000 2129 2009 8.5 100 1513 1663 10.1 83 2794 2207 26.1 110 
1888 1845 1641 
NR 1632 2186 
1000 1467——-:1293-—~=«1#2.s—=ia229s|9B-sdtoT1.—Ss«d34Ssid7-—s«| «C9383 898SSSC«OO 
1157 1078 NR 
1256 1211 862 
500 551 315 6.1 103 464 519 106 04 510 538 91 108 
503 575 452 
491 519 651 
250 208 241 3.6 96 275 273 1.6 09 235 233 6.2 93 
241 268 195 
273 215 270 
125 134 131 6.8 105 150 126 194 Ol 139 124 L4 99 
151 101 121 
108 129 111 
80 95 82 3.7 103 58 36 3.8 70 122 11] 48 138 
78 54 NR 
74 NR 99 _| 
40 47 43 79 108 51 44 16.5 109 34 38 1.8 96 
44 53 37 
33 38 34 
38 36 46 
57 39 39 
45 44 Al 
20 OORL OORL OORL OORL OORL = OORL 
OORL OORL OORL 
38 OORL OORL 
0 OORL = OORL OORL OORL OORL OORL 
OORL OORL NR 
NR OORL OORL 
% Rec. = Percentage Recovery 
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Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 177 of 295 


Table 12: Intra-Day Precision, Day 1 Signal (RLU) 


120 ng/mL 3000 ng/mL 
Level [ACE-011] Sample Replicates Intra-Cartridge Inter-Cartridge Control Control 
ng/mL 1 2 Mean CV% Mean CV% RLU %*™DFE | RLU  %DFE 
ULOQ 4000 2403 2593 2498 5 2496 Ad $2549 11 4724 3 
2623 2495 2559 4 56637 20 4870 7 
3082 2319 2700 20 52880 12 4813 5 
2315 2532 2424 6 49734 5 4791 5 
1 2120 2579 2350 l4 46719 -1 4086 -l1 
| 2352 2540 2446 4 46760 -l 4304 -6 
High 3000 | 3004 2848 2526 4 2650 6.8 45336 -4 3896 -15 
| 2768 2523 2645 } 43816 -7 4825 6 
2449 2944 2696 13 $3951 14 4608 1 
2628 2799 2713 4 42839 -9 4547 -1 
2360 2446 2403 3 $3090 12 4807 5 
2471 2564 2518 3 50694 3787 -17 
Mid 400 | 7745 7183 7464 5 9351 12.9 50336 4651 2 
9393 9711 9552 2 $1873 10 4774 
9770 11141 10456 9 44917 -5 5521 21 
9575 11921 10748 S 48583 3 5020 10 
7744 9558 8651 4 49210 4 5112 12 
| 8441 10028 9735 2 42912 12 4578 0 
Low 120 | 30821 26724 28773 0 26006 78 48420 2 4519 -1 
28612 25002 26807 0 39484 -16 4533 -1 
26392 25357 25874 3 41854 -11 4233 -7 
20811 24689 22750 2 53167 12 4388 -4 
| 28134 25609 26871 7 44364 -6 4122 -10 
| | 27921639 249599 _| sis 8 | ares 
LLOQ 40 | 47775 45604 46690 3 50141 5.8 48889 3 4029 -12 
47254 48326 47790 2 42102 -1 4603 1 
53686 54718 54202 1 44463 -6 4684 2 
| A8868 $3889 $1379 7 47394 0 4954 8 
54716 42336 48526 18 39714 -16 4231 -7 
AT557 56957 52257 13 $1034 8 4567 0 
N =6 cartridges per level 
°% DFE = Percentage Difference From Expected Value 
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Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 178 of 295 


120 ng/mL 3000 ng/mL 
[ACE-011] Sample Replicates Intra-Cartridge Inter-Cartridge Control Control 
ng/mL 1 2 Mean CV% Mean CV% RLU % DFE | RLU % DFE 

ULOQ 4000 2111 2558 2335 14 2383 2.0 40924 -13 4045 -11 
2222 2485 2354 8 49231 4 4972 9 

2473 2332 2403 4 50926 8 4821 5 

| 2337 2427 2382 3 59248 25 4515 -1 

| 2597 2337 2467 7 $9220 23 4996 9 

2238 2481 2360 T 57384 21 4301 -6 

High 3000 i 2520 2572 2546 1 2567 7.0 44634 -6 5291 16 
3050 2321 2686 9 47306 0 4661 2 
2421 2016 2n19 3 48140 2 4092 -10 

2515 2796 2655 7 55105 17 5016 10 

| 2804 2577 2691 6 46970 -1 5119 12 

| 2326 2891 2608 o] 49117 4 4646 2 

Mid 400 8043 8772 8407 6 8525 12.2 42959 -9 4465 -2 
8177 7051 7614 0 50679 7 4239 -7 

| 7746 9241 8493 2 57450 22 5111 12 

| 8345 9623 8984 0 48172 2 4745 

10537 10007 10272 4 53681 14 3967 -13 

TATA 7284 7379 2 39899 -16 4206 -8 
Low 120 23829 24704 24267 3 24800 114 49519 5 3945 -14 
25951 23536 24744 7 50884 8 4114 -10 

21554 20931 21242 2 41001 -13 5029 10 

| 24556 28511 26534 it 45089 -5 4284 -6 

| 26315 32235 29275 14 49986 6 5057 1] 
| 23102 22380 22741 Z 39188 -17 3813 -17 

LLOQ 40 i 41253 47407 44330 10 47946 TA 42491 -10 4443 -3 
41230 45206 43218 7 40768 -14 4452 -3 

50914 50348 50631 1 52808 12 4912 7 
50596 52882 $1739 3 41551 -12 3881 -15 

47124 $3378 $0251 9 41650 -12 4152 9 
46206 48804 47505 4 52610 11 3854 -16 
N = 6 cartridges per level 
% DFE = Percentage Difference From Expected Value 
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Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 179 of 295 


120 ng/mL 3000 ng/mL 
Level [ACE-011] Sample Replicates Intra-Cartridge Inter-Cartridge Control Control 
ee Lo 2 Mean CV % Mean CV% | RLU %DFE | RLU %DFE_ 
ULOQ 4000 2433 2407 2420 (0.8 2488 6.9 44285 -6 4952 8 
2248 2500 237478 44967 -5 4287 -6 
2665 2803 2734 3.6 48375 2 4663 2 
2427 2155 2291 84 50822 7 4650 
2414 2489 2452-22 49930 6 4610 
| 2710 2607 2658 2.7 46827 -1 4288 -6 
High 3000 | 2642-2442 2542 5.6 2624 6.6 45899 3 4476 -2 
| 3122 2681 2901 10.7 54945 16 5013 10 
| 2761 2754 2757 02 55856 18 3969 -13 
| 2607 2398 2502 5.9 54259 15 5159 13 
| 2320 2577 2448 74 40684 -14 4058 -1l 
[27s as 25919. et ee OO Oi ee 
Mid 400 | 10239 9687 9963 3.9 = 918893 | 47345 0 4308 -6 
| 8758 9486 9122 456 51841 10 §214 14 
9862 9675 9769 «1A 50547 7 4926 8 
9895 10012 9953 (08 47281 0) 5141 12 
| 8312 8028 8170 2.5 50334 6 5352 17 
| 8198 8105 8152 0.8 45567 -4 5176 B 
Low 120 24559 = 25649 25104 3.1 25114 10.6 | 42500 -10 3741 -18 
22334 28579 25457 173 47783 1 4879 7 
26186 25169 25677 2.8 47978 1 4225 -8 
19715 20441 20078 2.6 44983 -5 3458 -24 
27888 = 27907 27898 0.0 41562 -12 3602 -21 
| 27452-25485 26468 53 42861 9 4189 -8 
LLOQ 40 i 55153 51339 $3246 5.1 51218 924 48215 2 4152 9 
| 51241 48919 50080 3.3 37887 -20 5376 18 
51876 51260 $1568 0.8 45086 “5 3932 -14 
53666 46016 49841 10.9 47894 l 4170 9 
48955 53651 $1303 6.5 43615 -8 3834 -16 
48281 54254 $1268 8.2 37158 -21 3750 -18 
N = 6 cartridges per level 
% DFE = Percentage Difference From Expected Value 
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Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 180 of 295 


Table 15: Intra-Day Precision, Concentration (ng/mL) 


|ACE-011] Day 1 Day 2 Day 3 | 
ng/mL Cone Mean CV % % Rec | Conc Mean CV% % Rec | Conc Mean CV% % Rec | 
4000 3828 3270 19.8 82 | 2883 3373 103 84 | 3753 3238 17.0 81 | 
3436 3192 3284 | 
1998 3707 2457 | 
3544 3811 3702 | 
3311 3436 3562 
3502 3211 2668 
3000 2280 3180 19.6 106 | 2934 2961 124 99 =| 3159 2956 «113 99 | 
3115 3028 2385 
3144 3531 3369 | 
2830 2636 2941 
4072 2505 3050 
3639 3128 2834 
400 514 405 15.8 10. | 415 416 131 104 | 357 394 = 10.7 98 
385 467 394 
349 413 364 | 
341 387 357 | 
438 331 445 
404 481 446 | 
—T30~C«YSCiaS 121 10.8 10. | 125 123 135 103 | 124 118 59 98 | 
115 122 124 
120 147 121 
143 112 111 | 
115 99 108 
129 135 116 
40 | 47. ig4 110 | 51 44 16.5 109 | 34 38 «118 | 96 a 
44 53 37 | 
33 38 34 | 
38 36 46 | 
57 39 39 
45 44 Al 
N = 6 cartridges per level per day 
% Rec. = Percentage Recovery 
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Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 181 of 295 
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Table 16: Inter-Day Precision, Signal (RLU) 


[ACE-011] ng/mL Mean RLU CV % 
4000 2456 5.2 
3000 2583 6.4 
400 9021 11.6 
120 25720 8.2 
40 49768 5.9 


N = 18 cartridges per level (6 cartridges per day per level) 


Table 17: Inter-Day Precision, Concentration (ng/mL) 
{[ACE-011] ng/mL Mean Conc CV % 


4000 
3000 
400 
120 
40 


3294 

3032 
405 
121 
42 


15.2 
14.7 
12.8 
10.2 
16.4 


% Recovery 
82 
101 
101 
101 
105 


N = 18 cartridges per level (6 cartridges per day per level) 
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Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 182 of 295 


Table 18: Inter-Instrument Precision at 500 ng/mL, Signal (RLU) 


Instrument | S#™ple Replicates | Intra-Cartridge Inter-Cartridge 120 ng/mL Control | 3000 ng/mL Control 
1 2 Mean CV % | Mean RLU CV % RLU % DFE RLU % DFE 
1 8114 7175 7644 9 7830 8.3 42761 -10 4107 -10 
2 7646 7837 TIAL 2 53186 12 5047 10 
3 7828 8283 8056 4 43250 -9 3759 -18 
4 8447 7965 8206 4 50906 8 3837 -16 
5 6882 7612 T247 7 52234 0 4530 -1 
6 9315 8148 8732 9 50905 8 4581 0 
7 6254 7916 7085 17 56405 9 4304 -6 
8 7801 7586 7694 2 52148 0 3994 -13 
9 8607 8142 8375 4 52903 2 4307 -6 
0 7497 7164 7331 3 51062 8 4201 -8 
| 7449 8242 7846 7 49759 5 4324 -5 
2 6752 7667 7210 9 36124 -24 4263 -7 
3 6615 6664 6640 l 52356 11 4174 9 
4 8378 8628 8503 2 48152 2 3551 -22 
5 6176 6778 6477 7 51265 8 4220 8 
6 7439 7512 TA16 1 49027 4 3545 -22 
7 8052 8074 8063 0 51908 10 3838 -16 
8 7799 $153 7976 3 47989 1 4397 -4 
9 8254 6551 7403 16 56814 20 3786 -17 
20 8556 8559 8558 0 45939 -3 4206 -8 
21 8051 8206 8129 1 49282 4 3942 -14 
22 7859 7820 7840 0 54004 14 3613 -21 
23 8452 9390 8921 7 54405 15 A757 4 
24 8287 9249 8768 8 52854 12 4335 -5 


N = 24 cartridges, N = 24 instruments 
% DFE = Percentage Difference From Expected Value 
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Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 
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Table 19: Inter-Instrument Precision at 500 ng/mL, Concentration (ng/mL) 


Inter-Instrument 
Instrument | Conc % Recovery | Mean Conc CV % % Recovery 
I 473 95 464 10 93 
2 464 93 
3 444 89 
4 435 87 
5 502 100 
6 408 82 
7 524 105 
8 468 94 
9 426 85 
10 494 99 
11 459 92 
12 506 101 
13 554 111 
14 418 84 
15 572 114 
16 483 97 
17 444 89 
18 449 90 
19 497 99 
20 415 83 
21 440 88 
22 458 92 
23 398 80 
24 406 81 


N = 24 cartridges, N = 24 instruments 
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Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 184 of 295 


Table 20: Selectivity in Human Whole Blood, Signal (RLU) 


% DFE = Percentage Difference From ] 


NR = Not Reported 


THERANOS CONFIDENTIAL 
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laa a Intra-Cartridge Inter-Cartridge pre ot fei ia 
Sample HC 1 2 Mean CV % Mean CV % RLU % DFE RLU % DFE 
Fl 44 | 0 92081 87739 = 89910 3 69641 29 58244 23 4691 3 
71284 67996 69640 3 52816 12 3828 -16 
50504 48240 49372 3 47328 0 4511 -1 
40 44779 49998 = 47388 8 46835 1 43248 -9 5127 12 
40379 51852 46115 18 46693 -l 3898 -15 
42805 51197 47001 13 50693 7 4943 8 
1000 3823 5009 4416 19 4227 11 51094 8 3580 -22 
4103 5016 4560 14 47226 0 4422 3 
3541 3869 3705 6 43274 -8 4059 -11 
F2 39 0 77179 =78665 = 77922 1 61914 24 47980 1 4051 -11 
55303 62304 = 558804 8 44747 -5 4451 3 
NR NR NR - NR - NR 
40 45463. 46414 45938 1 44961 5 47084 Q 3802 -17 
41888 43362 42625 2 44815 -5 3519 -23 
| 45769 46872 46320 2 42031 -11 A783 3 
1000 5571 5230 5400 4 4319 22 40132 -15 4166 -9 
4139 3153 3646 19 37638 -20 3423 -25 
NR NR NR - NR - NR 
F3 45 0 89184 64666 76925 23 72598 13 42221 -11 4494 -2 
79202. 78967) = 79085 0] 49570 5 4303 -6 
59903 63667 61785 4 49340 4 4259 -7 
40 43443 46229 = 44836 4 46527 6 38432 -19 3859 -16 
45835 54196 50015 12 36974 -22 3702 -19 
4488 2 
F447 ~ 74921 7 
47224 1 
“5269 3 
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Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 185 of 295 


Selectivity in Human Whole Blood, Signal (RLU), Continued 


acai a Intra-Cartridge Inter-Cartridge rath die aa cll 
Sample HC 1 2 Mean CV% Mean CV % RLU “DFE RLU % DFE 
FS 43 | 0 55028 60568 = 57798 7 63183 9 49876 5 4185 -8 
67612 70072 68842 2 51900 10 4298 -6 
57483 6833562909 2 42299 -ll 4544 =I 
40 37123 40403 38763 6 40747 7 42582 -10 4275 -6 
| 38539 40810 = 39674 4 39098 -17 3978 -13 
41563 46042 = 43803 L 42258 -ll 3638 -20 
1000 4283 4416 4349 2 4719 7 48005 2 3480 -24 
4982 5098 5040 2 45773 3 3532 -23 
4964 4570 4767 6 54590 15 3975 -13 
F6 49 0 63667 70176 66922 7 63430 7 44363 -6 3639 -20 
58147 = 58237 = =—-58192 0 44676 -6 3703 -19 
57329. 73025 65177 17 38753 -18 4207 -8 
40 40106 47799 43953 12 49363 10 42932 -9 3464 -24 
52170 33252 $2711 1 43309 -8 4096 -10 
52122 50731 51427 2 50966 8 4420 3 
1000 3530 3772 3651 5 4139 16 41913 -I1 3520 -23 
3369 4427 3898 19 45218 -4 3462 -24 
4970 A764 4867 3 A2TTA -10 3601 -21 
F7 43 0 59894 60987 60440 1 68632 13 44719 -5 3528 -23 
78025 78050 78038 0 46532 -2 3804 -17 
68269 66569 67419 2 46637 -1 4352 5 
40 NR NR NR - 45358 27 NR - NR 
| 68421 49714 59067 22 45632 3 4130 -10 
42159 40993-41576 2 42391 -10 4143 -9 
| 1000 3681 4960 = 4321 21 4099 7 43169 -9 3964 -13 
4113 3493 3803 12 48727 3 3839 -16 
4129 4218 4173 2 40857 -14 3455 -24 
F8 46 0 73636 68221 70938 3 70795 4 50678 7 3781 -17 
73567 72151 73859 3 49157 4 4748 4 
65483 69691 67587 4 43789 7 3630 -21 
40 42124 42829 42477 1 49830 17 47115 0 3848 -16 
56041 62415 59228 8 41834 -12 3740 -18 
| 46575 48993 47784 4 44626 6 4337 5 
| 1000 5452 5438 5445 0 5088 9 56833 20 5308 16 
5193 5339 5266 2 49768 5 4047 -ll 
4521 4583 4552 l 52987 12 3640 -20 
% DFE = Percentage Difference From Expected 
NR = Not Reported 
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Selectivity in Human Whole Blood, Signal (RLU), Continued 


7 fea Intra-Cartridge Inter-Cartridge Sea aa cll 
Sample HC 1 2 Mean CV% Mean CV % RLU “DFE RLU % DFE 
F9 42 | 0 62370 866514 64442 5 66548 6 47349 0 4467 2 
64018 63780 63899 0 44127 ~F 4443 <3 
69038 73566 71302 4 45383 “4 3651 =20 
40 39729 41843 = 40786 4 45382 14 48781 3 4520 -1 
| 44863 40683 42773 7 40835 -14 3471 -24 
53397) 5177452585 2 46953 -1 4111 -10 
1000 3305 3862 3584 11 4243 16 35601 -25 3857 -16 
4870 5050 4960 3 48797 3 4059 -1 
4694 3679 4186 17 48880 3 4711 3 
£10 51 0 62503 58722 = 60613 4 60390 10 44482 -6 4177 -9 
NR NR NR - NR NR - 
50430 57977 54203 10 37266 -21 4075 -11 
40 49506 44987 47247 7 47428 2 43505 -8 4087 -l1 
47391 45890 46640 2 46089 -3 4603 1 
43354 53439 48397 15 40331 -15 4209 -7 
1000 5089 4882 4986 3 4201 16 39395 -17 3568 ~22, 
3997 3812 3874 2 40977 -13 A087 -l1 
3755 3732 3744 0 40888 -14 3561 -22 
Ml 31 0 57728 55753-56741 2 82701 41 38234 -19 3615 -21 
62402 78222 70312 16 50214 6 4512 -1 
120781 = 121321 121051 0 42283 -11 4084 -l1 
40 51882 53620 52751 2 53266 2 45457 -4 4692 3 
| 46817 62705 54761 21 45279 -4 4145 9 
52353 52220 = 52286 0 42092 -ll 3765 -18 
| 1000 3815 46594237 14 3962 9 51209 8 4449 -3 
3966 4193 4079 4 43512 -8 4456 “3 
3272 3870 3571 12 42188 -11 4303 -6 
M2 49 0 31991 69872 = 60932 21 64904 15 39317 “17 4083 -ll 
77488 74576 76032 3 52761 12 3957 -13 
55091 60403 57747 7 39457 -17 3586 -22 
40 44885 44464 44674 1 47906 6 42067 -l1 3698 -19 
53075 48623 50849 6 46253 -2 4184 8 
| 45613. 50776 48195 8 42951 9 3970 -13 
| 1000 3636 3965 3301 6 4018 18 41609 -12 4728 3 
NR NR NR - NR - NR 
4813 4878 4845 1 52714 ll 4769 4 
% DFE = Percentage Difference From Expected 
NR = Not Reported 
THERANOS CONFIDENTIAL Page 44 
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Assay Chemistry... eseeeces : ‘ 
Protocols... .eccseseceeee 
Reference Assay... .c0e 
Sample Dilution........ 
Calibrator Verifica 
Reagent Titrat 


“Assay Performance 


ine scat andradtaaczeechins eats thetetehnciudieinlada Ayer etnias oaanawarais LO 
Chintéal Saimipl esis ce as diartiaidstlastsseaisaah teed etnateavedaeattoaalinanaendad 


(OTC MIS ION recht hes seete des iviand einabad suid dicen canes baveaae Gatingsaataeesataaia iia vinsl aieedeaval 2 
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Assay Specifications 


00) ug/ml. The 


This assay is designed to measure acetaminophen in plasma across a range’ef20 


assay uses a 1:15 dilution and 1s completed in 15 minutes. 


Analyte Background 


Ac See eOpheDe is an icles aatoty pain reliever commonly nown. as. eae 


ae level (>200 wgiml) i itis ee ‘One of it 
cytoc! hye — Pe wot peo une toxic mela 


Reagent A Component Concentration 

Aryl Acylamidase 10 ug/ml 

O-Cresol 0.41% 

DI HO N/A 

Reagent BComponent _| Concentration 

CuSO; 0,566 mM 

NH.OH 118.34 mM 

DI HO N/A 
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Working reagent A should be kept at 4 °C in an amber coloured bottle. Working reagent B can be 
kept at room temperature. Calibrators and samples are diluted in 100 mM Tris-HCl, pH 9. 


Protocols 


1. Dilute calibrators and samples 1:15 (20 ul sample ine 280 - b al Pex) rT 
pH 9. Mix by brief vortexing. 
2. Add 20 ul of each diluted sample to 384 MTP in dae 
3. Under the hood ad 20 ul of Reagent A to each sample 
4. Incubate for 10 minutes at 37 °C, : 
5. Add 20 ul of Reagent B. 
6. Incubate for 5 minutes at 37 °C 
7 


Read absorbance as endpomit-at 6) 
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Sample Dilution 


The best sample dilution; one with best signal and CVs was 1:15 and the best enzyme dilution was 
10 ug/ml. of rs 


= 497.75x - 23.964 
R? = 0.9938 


"— [Acetaminophen] ug/ml 


R?=0.9934 | 
Fy = 1133.1x - 61.3} 
, R?=0.9985 | 


80 = 


[Acetaminophen] ug/ml 
B 
Co 
3} 


40 - 
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Calibrator Verification 


The kit used to verify the calibrators was the Sekisui Diagnostics - Acetaminophen-SL Assay. For 
the calibrators to work on the kit they had to be diluted in DI water rather. thar 16 mM Tris-TICl 


pil 9. 

H . 

Calibrator Recovery 

i 

250 

} _ 

| = 200 b 

2 ae! 

i wy 150 = 

' 3 100 

a 

FH co Hi = ‘is 

/ 3 50 - y = 1.0937x - 0.2628 

= i R? = 0.9773 

CS 9 ee iat poh ean ee eee 
0 50 100 150 200 250 


Nominal [Acetaminophen] ug/ml 


optimized by titrating different concentrations of O-Cresol and CuSO, in 
> appears to be very little variation between 1/2x and 1x O-Cresol, the 2x O- 


Cresol doés 1 tp éduce any signal at all. This suggests that either the 2x O-Cresol inhibits the 
enzyme (aryl acylamidase) or the colour reaction with p-aminophenol has an upper limit. Titration 
of the CuSO: showed an increase in signal with an mcrease of reagent. While the 2x concentration 
had the best signal, the 1x CuSO. has an acceptable signal and if necessary or more cost effective 
could be used as the working reagent. This experiment showed that the concentration of CuSO, 


has the most influence 1n variation 1n signal of the reaction. 
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spovvessocedvctotocectvontetectcovteteeccovtbteciceitececccovtéiwctooibeitoivovbeieCtvbrcdtebeorbéedtebibdicéoiet tectum éicéutévedeeiet i ced ace itch ede nih hiatal 


® 1/2x CuSO4 
i wi 1x CuSO4 
“ & 2X CuSO4 


a & 1/2x 

CuSO4 : 

: Bixcuso4 

A2xcuso4 
aes 
i 

50 100 150 200 250 


[Acetaminophen] ug/ml! 


| 2x O-Cresol 
0.500 + 
| 0.400 ~ 1/2x CuSo4 
a 0300 © BI 1x CuSO4 
fs) \ : 
0.200 - 2X CuSO4 

0.100 - 

| 0 50 100 150 200 250 
| [Acetaminophen] ug/ml 
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Assay Performance 
Dilution Linearity 


Dilution linearity was performed by mixing spiked (100 ug/ml Acetaminophen ‘ 


plasma to create a series of samples with varying concentrations. ‘Thé-samp. 


1:15 in 100 mM Tnis-HCl, pH 9. Lithtum-heparin plasma was used to-a 
issues that might occur with EDTA plasma. The assay shows.good linearity” thi 
The only issue is the high value seen for the y-int which could be ealibrated out 
procedure. eC ~~ a 


[Acet] ug/ml Spiked 


120 5 


100 - 


Actual [Acet] ug/ml 
a 
° 


y = 1.04x + 7.6504 


20 - R? = 0.9976 
0 ec ek ct la eae 
(0) 20 40 60 80 100 120 
Nominal [Acet] ug/ml 
[PAGE \* MERGEFORMAT ] 
Confidential THPFMO0005694644 


E R-14522 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 195 of 295 


theranos ‘ 


Extended Range 


The linear range of this assay was tested by extending the calibration above the clinical range to 500 


ug/ml. Additional calibrators were prepared from 100 mM Acetaminophen 


100 mM Tnis-TICl, pI 9. 


Extended Range 


[Acetaminophen] ug/mi 


y =508.24x - 15.806 


and diluted in 


[% 
: 
: 
i 
: 
£ 
i 
i 
i 
: 
i 
i 
i 
i 
: 
fs 
i 
i 
i 


___| Value _| Recovery | 
5% | 522.903 105% 
9% | 361.969 90% 
1% | 301.514 101% 
3% | 273.942 110% 
4% | 175.623 88% 
0% | 82.335 82% 
| 0.001 | _ 1% | 52.222 104% 
1% 26.937 108% 
3% 19.517 156% 
0% | 12.986 208% 
1% | 10.267 329% 
1% 6.658 = 


The assay is linear to at least 500 ug/ml. 
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tration CVs 


Plasma Spike Recovery 


Charcoal stripped plasma (Sera Con II CD, 8x FT, Lot # 10E1406) was spiked with 4 different 


therapeutic levels of Acetaminophen using a 50 mM stock. The four resulting 


fx ples were 
subsequently spiked with low, med and high levels of Acetmmmoplien; Most are within 


10 % of nominal. 


[Acetaminophen] Spiked ug/ml | Sample A 


0 a 
25 | 96% | 112% | 
75 92% 
150 
Sample Average 


Precision 


In the development of this assay, p 


from Stanford blood bank to. pr 


Reported Acetaminophen (ug/ml) 


Sample | Run 1 | Run2 | Run3 | Mean_| Std. Dev. Vv 
1; 102. 60| 99.07| 95.45] 99.04 3.58 4% 

2| 70.24| 68.70} 67.45 | 68.80 1.40 2% 

3 | 58.17 55.57 55.79 56.51 1.44 3% 

4 52.83 46.89 46.84 48.85 3.45 7% 

5 | 34.56 32.12 31.24 32.64 12 5% 

Average Inter-run Concentration CV = 4% 
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theranos” 
Sample | Run 1 Run 2 Run 3 Mean 
1; 8% 2% 4% 5% 
2| 12% 7% 3% 7% 
3) 2% 1% 5% 3% 
ee ee ee ee ee 
5 | 1% 5% 5% A% 
Average Intra-run 
cv = 5% 
Kinetics 


ein the EDTA cece do not app ar 
final incubation step. The Theranos-system Feqni 
recommended that only Li-Hepari amples ar Puik.on abe Acetaminophen Assay. 


Calibrators 


EDTA 
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EDTA at 100 ug/ml 


Li-Heparin 


Clinical Samples: 


anos ae Sekisui assay. The resulting ae pr shies dew correlation 
4211, R?= 


- 0.9899 which is more than adequate to our standards 


Clinical Correlation 


300 - 
/ 250 - 
= 
“sa «200 
3 
3 150 - y = 0.9702x + 6.4211 
z, = 0.9899 
3 
= 
il 
o 
£ 
= 
i 
1 tS sekisui [/ [Acetar m inophen] up/n m mo 
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Interference was tested by spiking hemolysed, icteric and lipemic plasma samples with different 


concentrations of Acetaminophen. For each sample spiked with 200 and‘100 ug/ 
Acetaminophen recovery was within 10% of nominal but at 50 and 0 ug/ml b 


recovery for each sample type. Interference is therefore only an issue’at lower€ 
Ty pie typ y : Ow 


Acetaminophen. 
[Acetaminophen] “hy ° ~!M Sari 

ug/ml 1 Valine Recovery 
200 0.403 «| 192.138 96% 
100 0.262 {109.708 | 110% 
50 0.189 74,376 149% 
0 0.112 32.794 - 

[Acetaminophen] Mean 

ug/ml t Vv Value Recovery 
200 . 0.412 0.014. 0.035 195.128 98% 
100 £0,999 0.005 0.020 95.858 95% 
50 0.165 | 0.001 0.008 60.679 121% 

0.069 | 0.004 0.060 8.361 - 
Lipemic 
Mean | Mean 
__ Value _| Std Dev | %CV_ | Value__| Recovery | 
ASS 0.461 | 0.008 0.007 221.898 111% 

100 0.256 0.221 0.238 | 0.024 0.103 100.603 101% 
50 0.209 0.187 0.198 | 0.015 0.077 78.779 158% 
0 0.122 0.121 0.121 | 0.000 0.004. 37.142 : 
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An acetaminophen overdose 1s treated with N-acetyl cysteine. The dosage of NAC 1s determined 
by measuring the amount of acetaminophen in plasma. Once treatment begins, acetaminophen 
levels are monitored to determine the patient’s rate of recovery. It is therefore important that N- 


Acetyl Cysteine does not interfere with our acetaminophen assay. 


To measure the interference of this drug a lithium-heparin plasma saniplee H 
ug/ml acetaminophen. ‘The sample was then split seven ways'and each s 


spike with a different concentration of N-Acetyl Cysteine. Thé.r : 
] [Acetaminophen ot Mean 
| stock] ug/ml Value Recovery 
| 100 89.610 90% 
400 100 89.007 89% 
300 100 90.817 | 9198 
200 100 90.214 90% 
100 100 99.842 100% 
50 | 98.688 99% 
ol 98.924 | __ 9936 | 
Stability 
At this time, k 
Reagent»B. he 
Conclusion, 


The Theranos acetamunophen in plasma assay has completed pre-feasibility testing and met the 


necessary testing.ctiteria, excluding stability which is pending. This assay can measure 
acetammophen from 0 - 500 ug/ml at a 1:15 dilution in 15 minutes. 
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1 ASSAY BACKGROUND 


17 Beta-Estradiol is a steroid hormone, the predominant sex steroid in human females, and also 
present in males. It is one of three estrogens including estrone (E1) estradiol (E2 — estriol (E3). 


Estriol levels are high only during pregnancy, while estrone levels are low d eproductive 
years and rise after menopause. In females of reproductive age with no sovaties, estradiol 
production during the menstrual cycle peaks the 1-2 days before ovulation : falls as LH 
levels peak. a 


In the blood, estradiol is bound with high affinity to Steroid Ho: 
homodimeric glycoprotein with an internal hydrophobic domain. i 
and its metabolites with highest affinity, followed closely by for estradiol. Human SHBG 
differs from many other mammalian SHBGs in the fact that'it/binds estradiol with such high 
affinity. Estradiol also associates with low affinity tg other\plasina proteins such as Human Serum 
Albumin (HSA). Ne 


SHBG binds testosterone 


Since most of the estradiol in blood is pound % these proteins, many antibodies raised against 
estradiol haptens are not able to bind to the @npeabriate epitope in aGh logical matrix. The potential 
‘PI 


ts a challernga<foraksay design, and two main 
> One approach is t att ftp displace the estradiol from 
i Svaffinity such as“Dihydtotestesterone (DHT). However in 
multiplexing assays this pres 


allenges ish Renata on the combination of analytes to 
be measured. Another appréach f create an an ipedy oa is able to bind to estradiol even in its 
SHBG-bound state, likely-apolyelonal antibody. 
‘eZ pw By cg 

men, a high estradiol concentration is predictive of preserved bone mass and 
é rates Estradiol reduces bone resorption by inducing apoptosis of osteoclasts and is 
tive against osteoporosis. Estradiol may also assist in attenuating the progression of 
diabetic kidney disease primarily by acting on TGF-Beta-1. 


unavailability of SHBG-bound estr: 
approaches to the problem can be 
SHBG using a steroid with higherbi 


wo 


1.1 Theranos System Specification 

This assay is designed to detect Estradiol in human EDTA plasm and Serum. Li-heparin plasma is 
not recommended to be used as a sample for the Theranos Estradiol assay. The assay has a 
reportable range of 25 — 1200 pg/ml (calibrator lot specific: current lot 26.9 — 1293 pg/ml). The 
calibrator values are verified by reference method. No NIBSC WHO material is available for 
Estradiol. Samples are stable at 4C or RT for 72 hours. [f samples are not analyzed within 72 hours 
of collection, samples should be stored at -20C or lower. 
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Table 1 Theranos Estradiol Assay Specification 
Theranos Estradiol Assay 
Reportable Range Nominal value 25 - 1200 pg/ml (validation batch: 26.9<129 


Accepted sample type | EDTA plasma and Serum FAC; 


Sample Stability Up to 72 hours at 4 degree Celsius or Room fc mperasire 


oS 
1.2 Reference Assay S 


The SIEMENS Immulite 2000 Estradiol test was usedas’A predicate method. The reportable range 
is 20-2000 pg/ml. Hemolysis (packed red blood cellsingen¢entration up to 30 pl/ml), lipemia (up 
to 3000 mg/dL triglycerides), and icterus (up to em ilirubin), does not affect assay precision. 


theranos 


2 REGULATION AND GUIDANCE ,— ao 


The qualification/validation of the ELISA @Say) on the ‘ee Gee will be in accordance with 
C.F.R. Ch IV, § 493.1253 “Standard; sai and verifivatt dhe herformance specifications” 


and outlined in CLSI guideline C i ? ee 

3 CALIBRATION (0 KS 
RCs ) 

3.1 saa (op , 


3.1.1 In 4 Sr ran 955 1255, it is required to perform calibration procedures with at least the 
frequen cdbmmended by the manufacturer, or using criteria specified by the laboratory, 
or When Calibration verification fails to meet acceptable limits. 


3.1.2 For the purposes of this Validation Plan, calibration will be carried out for each new lot of 
reagent cartridges. 


3.1.2.1 At each level 3 cartridge replicates were tested. Any individual tip with a value less than 
150RLU was considered a “Dark” tip. Any dark tips and outliers were excluded from 
the mean, %CV and % Recovery calculations. 


3.1.2.2 Acceptance criteria: For each run, a minimum of 75% points of calibration standards 
should be within 100 + 20% (100 + 25% at LLOQ and ULOQ standards) of their 


nominal values, and a minimum of six unique standard concentrations must be within 
the assay range. 
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3.2 Calibrator preparation 


theranos 


Estradiol assay calibrators were prepared by series diluting Estradiol standard mat into charcoal 
adsorbed steroid depleted serum. Each calibrator was analyzed by predicate as A graph was 


Reassigned Value (pg/mL) = Nominal Value * 1.0779 KS 


Table 2 Calibrator preparation 


[Estradiol =| nominal conc (pg/ml) | CLIA results (pg/it), “>| Reassigned Value (pg/ml) 


Calibrator 1 
Calibrator 2 
Calibrator 3 __ 
Calibrator 4 
Calibrator 5 


Calibrator 6 


Calibrator 7 
Calibrator 8 


Estradiol Calibrator 


y = 1.0779x 
R? = 0.9975 


8! 


Estradiol calibrator 


—— Linear (Estradioi 
calibrator) 


2. 
— 
wv 
= 
= 
a 
7] 
be 
< 
= 
15) 


s00 1000 1500 2000 2500 3000 
Nominal value (pg/ml) 
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Calibration (Edison 3.5) For Ali Validation Experiments 
Two sets of device were calibrated. Each set of device was calibrated by nozzle (tip). For both sets, 
precision and accuracy were within 100 + 25% at LLOQ and ULOQ standards. 2% 


He 
4 PRECISION 
oO, f O rr . 
4.1 Precision was evaluated according to CLSI standard EP5-A2,_H 70, of Precision 
Performance of Quantitative Measurement Methods. AN MP 
FC ND 
4.2 Precision study procedure pv On 


4.2.1 Precision was evaluated at three medical decision | oa of 45 runs at each decision 
level were performed. at 


‘S 


SS 
4.2.2 Three devices were calibrated individually. ~ had 15 runs on each device. All three 
levels were run on each device. _& > 


4.3 Precision summary —— ms 


Table 3: Acceptable Performance 


Allowable Bias (%) 
3.9 
3.9 


¢ ere <— (%) 
2 Ve 211 


Decision Level 
60 pg/ml 
450 pg/ml 


Mean Calculated 
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Figure 2: Precision Plots 
The plot shows the profile of predicted concentrations from precision study done o¢enmultiple runs. 
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Zo 
Cone level: 649.9 | Mean : 653.6 | CV : 20.4 Conc level: 183.3 | Mean : 174.4 [ CV : 20.8 Cone level: 73.3] Mean : 66.6 | CV: 27.4 
Data 
Sirs 
— Seas 
e+ 
Mp ee 
b) 10 20 30 40 a 40 20 30 40 
Run Run Run 
a ye = 
AS re, 
ro . os of 
¢ Dn 2 a eo. > 
<o (Oy 
— - } 
nat 
oS 
oN Me 
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5§ ACCURACY/COMPARABILITY 


5.1 To test the accuracy of the assay on the Theranos System, 145 unique patient samples were 
assayed using both the predicate method (Siemens Immulite) and the Theranos System. Of 


these samples 47 were within the medical decision range (150 - 500 eae below 
Gia’ 


150pg/ml, and 48 were higher than 500pg/ml. Based on the results of t xamination, 
either a simple linear regression or alternative procedures were used. to.estimate expected 
(average) bias and the confidence interval of expected bias at BC 3 esited medical decision 


level(s) as per CLSI guidance EP09-A2. StatisPro was used. Ibias calculations. These 
estimates were compared with internal criteria to infae, Ce tability of the Theranos 
Ss, 
an 


method. AS 7 
5.2 Results: Weighted Deming fitting was ra ; i61 method comparison. Equation 
between Theranos results and Immulite results was. hined as y=0.98x+19.34 


. Theranos Bias-corrected 
Sample ID ia ue Yngh afids Pesults (pg/ml) results (pg/ml) 
> 
| Patients ia i= 
ISN Sa, 
Patient 4 | i 
Patient.5. 


S 


£ 


Patiént 


NX 
Patient & nA 
Patient 9 5 
Patient 10 


Patient 11 51.7 
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Patient 20 91.7 73.9 


87.8 
Patient 21 ee 
< 20.0 OORL _-~\ OORL 
Patient 24 Ty en © 7-1, 


ar 
Patient 25 oon ALN oom, 
N s 
Patient 26 Bn 


Patient 27 1273 1239 
Patient 28 576 554 
Patient 30 1101 989 
1751 
2093 
| Patient 33 1334 
Patient 35 1051 
Patient 36 663 
Patient 37 1974 
Patient 38 820 
Patient 39 
Patient 40 


Patient’4?’ ~~ 494 543 

Pat 3 a 1299 1249 

Patient 44\” 1318 
Patient 45 | 1604 1134 

Patient 46 2625 2118 


Patient 47 


Patient 48 ae ae a ae 
Patient 49 1145 1014 1015 


Patient 50 418 255 240 
Patient 51 >2000 2048 2070 
Patient 52 
Patient 53 


Patient 54 
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Patient 56 1657 2435 2465 
Patient 57 
Patient 58 
Patient 59 
Patient 60 
Patient 61 
L Patient 62 
Patient 63 
— Patient 64 
— Patient 65 
Patient 66 
Patient 67 
Patient 68 
Patient 69 
Patient 70 
Patient 71 i7s3{ Cy 1852 
Patient 72 be 1242 
Patient 73 382 
Patient 74 1953 | 
Patient 75 j 816 
Patient 76 “ee OORL 
Patient 772°\ (~~ 
Patiept7\. ND gg | co OORL 
PatfentZ5 QORL 
Patient 80 OORL 
Patient 81 22.4 OORL 
Patient 82 56.2 63.1 44.7 
Patient 83 25 OORL OORL 
Patient 84 45.9 OORL OORL 
Patient 85 149 283 269 
Patient 86 176 161 145 
Patient 87 36.2 
Patient 88 56.1 
Patient 89 117 202 
Patient 90 37.5 OORL 
Patient 91 | 99.2 73.7 55.5 
12 
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Patient 92 62.3 
87.7 
Patient 94 34.9 
Patient 95 33.6 
Patient 96 22.8 


Patient 97 


Patient 98 


Patient 99 


Patient 100 er 22.2 


Patient 102 al ot 92” | 278 
223 i AEN 336 323 

Patient 104 478 aus) 572 564 

Patient 105 % 

Patient 106 

Patient 107 


Patient 108 


Se 


Patient 110 


me ee ae OF” SR NS 39 
a ee ce aa OD 


196 


Patient 112 xX: 355 
Patient 113”\, a 233 
Patient 11 \, 102 
86.3 
Patient 117 349 336 
ee 1093 1096 
120 103 
mena 306 292 
|____Patientaza_ |] 2 255 240 
Patient 122 246 192 176 
Patient 123 223 325 312 
Patient 124 295 | 365 353 
Patient 125 351 | 349 337 
Patient 126 208 241 226 
Patient 127 333 598 590 
13 
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Patient 128 182 
Patient 129 253 
Patient 130 292 
Patient 131 310 


Patient 136 184 


Patient 137 204 
Patient 138 224 A _A 60” 

346 
Patient 145 eon] Age Toor 


fa a 
Ay ‘, 
<4 cS 
é S 
NS, 
an *% 
ENN 
— 
14 
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Figure 3: Scatter Plot - CLSI Guideline EP09-A2-IR Section 4.2 
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Figure 4: Difference Plot -CLSI Guideline EP09-A2-IR Section 4.2 


Estradiol Validation Report 


theranos 


Difference plot 
OLS guideline EP0S-A2-/F section +2 


Diffarence (ng) 
Theranos « Clla 


o ‘250 600 TBD 4000 1250 4600 4780 2850 2260 2500 
Mean of All (ng/L} 
ae . 
iC ) a \ 
i Tied ND ™~ \ 


_. Adequate range test 


CLS pubieine EPO AZIE seer : Sn ee ee eT ee 


ri 0.938 


r<O.875 indicates that the error in ¥ is Hot adequately compensated by the measuring range. 
CLS recommends use of partitioned biases, 


Partitioned differences 


“CLS! guideline EP08-421R section 62 °° 


Mean : 
EN is OO eRe li leat Oe 
«208 36 -0.92220938: 62.08771284 
= 208 and < 850 38. 1440454955) 1144050934 
= 850 36 -120.479578 | 348.1226843 
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Comparability 
cus guidedne FPCR-42-1F section 7 


Allowable YY, 
Level ID Value Difference — SE 95% Ci __fiffarence 
4 G0.00000000 -0.92220938 10.34961880.333052577 to 20.088 2.400000000 on 
2 450.0000000 1.440454955 18.57355628.193145802 to 39.074 18.00000000 Os eva 
Difference is tess than allowable bias: 4%. Ss 


5.3 Validation of bias correction: In order to validate the bias co Co cived in section 5.2, 
an independent set of samples was analyzed on Theranos as fuel asthe predicate method. The 
objective of this study was to apply the bias correction 6n”1 measurments, and then 
compare the mean bias between the two methods wi allowable bias. 


Total allowable bias = Total TONS rror - Avg Imprecision 
) SO 


theranos 


= 24% - 2 

= 3.8% . 
As seen in figure, after correction, the m ant bias j is 0.9%, with a 95% confidence interval 
around it of [-16.5%, 18.3%]. This pie fii the total allowable bias, thus validating the 


\ aA\\ 
bias correction. (SO) OC \ \ 
Figure 5: Verification of Bias eee . 


froNS 
PaBa Difference plot 
Mean bias= 0.9 % | conf.int=[-16.5 , 18.3 
3 
_ 3 
2 = 
es 3 
e & 
a = 
F g 
§ 
= 
Pearson's r= 0.876 
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Table 6: Verification of Bias Correction 


SampleID Immulite Theranos 

Patient 1 88.5 122.1 o% 
Patient 3 44.9 39.8 = 
Patient 6 91.3 39.3 Oo “> 
Patient 7 38.5 33.0 i, (Yr 
Patient 8 63.7 64.2 KO 
Patient 9 46.6 109.7 ce ; 
Patient 10 100.7 165.5 ie (27 

Patient 13. 63.8 66.1 - 7 

Patient 14 96.4 56.4 ee 

Patient 16 58.2 59.1 LSS 

Patient 17 342.0 279.0 AON? 

Patient 18 25.8 30.0 27: oY 

Patient 20 75.9 102.8 oA) 

Patient22 (117.5 100.2 Ve aS 

Patient 23 164.0 ‘101.2 7 CSN 

Patient 25 33.6 40.0 ; a 2) 

Patient 26 70.4 59.% yy aN 

Patient 27 45.0 aan} ( ‘e WO 

Patient 28 187.5 1688 Ne Nea 

Patient 30 47.4 ais 

Patient 31 <N 29.3 


Patient 33. <1 a 92.4 

Patient a } 34.2 

Patient 37 A?) 62.6 
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6.1 A high analyte clinical sample was selected and serially diluted with a e clinical 
sample to a total of 8 points to test the linearity. The nominal value level were 
reported by the predicate method (Siemens Immulite). LS 

6.2 Acceptance criteria: Each dilution level was tested on the Ther em and compared to 


the nominal concentrations. For each dilution level, the recor 


of their nominal value, and when plotted, the R? value 


Table 7: Dilution Lineari 


He 


AS 


eee be within 100 + 20% 


Dale be Equal or greater than 0.95. 


a measured concentration (pg/ml) 


SamplelD 


High Patient Sample 


Dilution 1 


Dilution 2 


Dilution 3 


rs 
Te met ik ae 
Ee eae 


22052 


22680 | 22851 


Table 8: Dilution Linearity Summary 


result 


OORH 


1051 


17053 | 14418 


19 
pene [2 foe La on [a | 
aoe ed eal 


Sample ID 
High Patient Sample 


2333 


Nominal Value [pg/ml] 


Theranos Result [pg/ml] 


% Recovery | 


OORH 


1051 


96% 


Low Patient Sample 
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Figure 6: Dilution Linearity 


theranos 
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a 

- 
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a 
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<= 
ER 
Ss 
oo 
wo 
= Qo 
ui 2 

4 ” y= 0.966x + 6.887) R42=0.99 
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7 REFERENCE RANGE 

To verify the accuracy of the Theranos System, the reference range was tested and compared to the 
results from the predicate method. According to C.F.R. Ch IV, § 493 1253 “Standard: 
Establishment and verification of performance specifications” and oN I guideline 


Estradiol Validation Report 


theranos 


C28A3, laboratories developing test methods need to verify the measuring in ‘Additionally, 
by verifying the measuring interval, clinical laboratories can ensure tha’ ration of the 
measurement procedure is correctly applicable over the range in which ft patient results 
and that the measuring interval they are obtaining in their laboratory d$ Se paieble to the interval 
defined by the manufacturer in the product insert. A ri consists of all numeric 


values between the lower and upper numeric values for whith. rhethid can produce quantitative 
results suitable for clinical use. we 


7.1 Calculated concentrations are based on the meat a bieaeal tested. 
> 


7.2 Acceptance Criteria: In accordance to CLS C28-A3c, 


(oN 
7.2.1 95% of at least 20 samples tested ae Sues the petetenes snicrval 


, } e\ 
The reference interval established .the-prédicate meted Fay ND (not detectable) to 400 
pg/ml for female donors at differ ases-in ovulatory cyefi oe .o 


CF n iN sy 
To verify reference range in’ Thetaio¥ 2 assay, 30 fetch mples were collected from 10 unique 


female donors on three diffetent,dates and analyze by Th ranos method. Serum samples from the 
same donors at the sari Gefipction were analyzed by reference method. 29 out of 30 samples had 


valid results e Sept ag (ple had a non assay related issue. 28 out of 29 samples had Estradiol 
value less she dnp in were within reference range. 


Overall, 96.6 f the patients tested were within the reference range, and is acceptable for 
verification of the reference range. 


Table 9 Summary of reference range verification 


Reported Theranos 
Value value 
Sample [D/Date of collection [pg/mL] [pg/mL] 


8/18/2014 
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8 BLOOD COLLECTION DEVICE (BCD) COMPARISON 


To compare EDTA plasma collected from Theranos blood collection device and venipuncture, 40 
unique patients each donated 2 venous tubes of blood and 2 fingerstick samples. EDTA plasma was 
collected from venous and fingerstick blood collection and was tested on Edison readers. 


22 
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Results of fingerstick samples correlated with results of venous samples very well. The slope is 
0.93, the R2 of correlation is 0.9. 


Table 10: Venous vy. Fingerstick results \ 
fas 


Estradiol results rae S 
(pg/ml) cc Q 
Sample aX 
Patient 1 = we 
Patient 2 
| Patient 3 
Patient 4 
Patient 5 
Patient 6 
Patient 7 
Patient 8 
Patient 9 
Patient 10 
Patient 11 
Patient 12 
Patient 13 
Patient 14 
Patient 15 
Patient 16 
Patient 17 
Patient 18 
Patient 19 
Patient 20 
Patient 21 
Patient 22 OORL OORL 
Patient23 | 58.9| 58.4 
[Patient24 | 35.6 46.9 | 


L 


23 
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Patient 29 


theranos 


Patient 31 
Patient 32 


Patient 33 

Patient 34 Pa : 
Patient 35 c < 
Patient 36 5 


Patient 37 
Patient 38 
Patient 39 23.1 


Patient 40 OORL OORL 


Figure 7: Comparison of fingerstick and venéué-blood samples 


Fingerstick vs. Venous 


y = 0.9305x + 13.439 
R* = 0.901 


® Fingerstick vs. Venous 


—— Linear (Fingerstick vs. 
Venous) 


Fingerstick sample results (pg/ml) 


0 100 200 300 400 
Venous sample results (pg/ml) 


24 


E R-14552 


THPFM0005699353 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 225 of 295 


th era Nn@s Estradiol Validation Report Document Number: 
aoe 


Revision: CL-RPT-131221 


Validation Document Effective Date:8/29/2014 
Estradiol ELISA Assay Validation Report on Edison 3.5 Theranos System 


9 ANALYTICAL SENSITIVITY 


9.1 Verification of Limit of Blank 


9.1.1 60 replicates of blank were measured and calculated from calibration eune 


9.1.2 Results: One out of 60 replicates had quantifiable results. RY 
wm SA 
9.2 Verification of Limit of Quantification LS \ / 
9.2.1 60 replicates of sample at LLOQ level were me (Gf paeutted from calibration 


curve. LO 


9.2.2 Results: 33 out of 60 replicates had suantia eits> 
93 Replicates of ¥s LLOQ 2 Ww 


9.3.1 The LLOQ sample was diluted 1: tn and 20 RS tes of the 1/2xLLOQ sample 
were tested. ‘ ANN 


~ Oe, 
9.3.2 Results: 4 out of 20 og Rane <AC \S of of 
o> 


e 11: Verification of b fast 


a 
ons | concentration (pg 
SamplelD es red ee 


ee eee 
| sfare\\ ayes Y"asaor | 27327 | assox | 39575 | oom | oom | oon. | oom | oom | com | con | 
| sasse | ‘ba02 | 52346 | 57281 | 37241 | 43930 | OORL | CORL | ORL OoRL | OORL | OORL 


40868 | 40155 | 40462 | 38217 | 46424 | OORL | OORL OORL OORL OORL OORL OORL 


54789 OOR 
32765 | aeea1 | a7o76 | 37722 | aorsa | 42687 | OORL | OGRL | OORL OORL | OORL | OORL 

38406 | 35156 | 39085 | 41155 | 38701 | OORL | OORL | OORL OoRL | OORL | OORL 

38889 38252 | 41256 | 42486 | 43474 | OORL | OORL | OORL ooRL_ | GORL 
47955 | 44846 | 50599 | 41999 | OORL | OORL | OORL OORL OORL 
| aaeiz | 9700 | 26036 | oss | 365309 | 
57443 | 55749 | 57932 | seg9s | 60688 | 60821 OORL | GORL | OORL {| OORL 
| atank | 343s | azase | s1692 | oom | oor | ort | oor. 
eg ee 
[stank | 9533 | eases | azase | asex0 | dork | 45988 | oon. | oon | oom | oom | wvauo| oom | cont | 


45938 | OORL 
25 


OORL oor. | OORL 
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Blank 40684 | 36910 | 41386 | 44764 | 45904 | 39022 | OORL | OORL OORL OQORL OORL OORL OORL 
Blank 48179 | 55326 | 55884 | 52024 | 51974 | 36140 | OORL | OORL OORL OORL OORL OORL OORL 
Blank 48694 | 44626 | 48161 | 49928 | 47966 | 40681 | OORL | OORL OORL OORL RL OORL OORL 
Blank 47030 | 50460 | 44801 | 51895 | 41705 | 37299 | OORL | OORL OORL OORL ais “QORL OORL 
Biank 38902 | 40429 | 43732 | 41453 | 42720 | 34564 | OORL | OORL OORL OORL é : OORL OORL 
Blank 36826 | 40536 | 42740 | 43509 | 40319 | 41147 | OORL | OORL OORL RL. |S. OORL OORL 
Blank 50680 | 42427 | 41307 | 44452 | 48750 | 50878 | OORL | OORL OORL , é L ORL OORL OORL 
Blank 52404 | 56518 | 51020 | 56250 | 63707 | 55135 | OORL | OORL fejs) 6 : L OORL OORL OORL 
Blank 40177 | 43764 | 42821 | 45793 | 36600 | 35639 | OORL | OORL, fone”, i] } OORL OORL OORL OORL 
Blank 48077 | 45758 | 36585 | 48186 | 42110 | 34284 | OORL | OORL 8 OORL OORL OORL OQORL 
Blank 45511 | 46489 | 48889 | 54374 | 57776 | 54300 | OORL L OORL OORL OORL OORL 


Biank 42164 | 42381 | 39023 45445 | 42411 | 35516 | OORL 


zw 
‘ 


OORL OORL OORL OORL OORL 
Blank 25615 | 28388 | 35005 | 37237 dark 36895 35.8 33.0 OORL OORL INVALID | OORL OORL 
Blank 52671 | 49851 | 49182 | 47610 | 45724 | 396747 | OORL OORL OORL OORL OORL OORL 


“a 


Blank 31417 | 30230 | 33776 | 38887 | 32712 28.0 27.1 OORE OORL OORL OORL CORL 
Blank 54072 | 54015 | 54298 | 52674 | 49264 \ 3028 OORL | OOR : 0. OORL OORL OORL OORL 
Blank 33688 | 34465 | 34157 | 34823 | a O | OORL | OOR Garis) \ 29.5 OORL OORL OORL 
Blank 34025 | 37039 | 37076 | 40 : asad, 42877 | OORL jORL “~_OORL OORL OORL OORL 

| Blank 42067 | 42071 | 38221 | 4 ; sia 37757 IR a i OORL OORL OORL OORL OORL_ | 

|_Blank 51595 | 49949 | 62279 g 3: 64080 | 62054 1 doc L OORL OORL OORL OORL OORL 
Blank 35854 | 30626 2. a2 86725 | 40115 | 40517 ook JORL OORL 27.4 OORL [core OCORL | 
Blank 49766 : ~ 60756 | 51446 | 43904 | OORL | OORL OORL OORL OORL OORL OORL 
Blank 40758" | Aabi6 q 48811 | 47237 | 43221 | OORL | OORL OORL OORL OORL OORL QORL 
Blank 420 206 “37845 | 45836 | 44786 | 40502 | OORL | OORL OORL OORL OORL OORL OORL 
Blank 43060 : 8 | 42088 | 48242 | 35749 | 32462 _ OORL | OORL OORL OORL CORL OORL OORL 


Blank 40040 | 36269 | 32853 | 40495 | 42249 | 46500 | OORL | OORL OORL OORL OORL OORL OORL 
Blank 37594 | 38914 | 41616 | 36000 | 42213 | 41128 | OORL | OORL OORL 28.1 QORL OORL OORL 
Blank 38713 | 45650 | 45264 | 44915 | 47475 | 41190 | OORL | OORL OORL OORL OORL OORL OORL 

Biank 35397 | 32722 dark 33127 | 30860 | 31207 | GORL | OORL | INVALID 31.6 OORL OORL OORL 
Blank 41537 | 42542 | 41221 | 44128 | 47244 | 45076 | OORL | OORL OORL OORL OORL OORL CORL 
Biank 50818 | 52009 | 52183 | 50212 | 49924 | 42227 | OORL | OORL OORL OORL OORL OORL CORE 


Blank 48790 | 45248 | 39057 | 48962 dark 49012 | OORL | OORL OORL OORL INVALID | OORL OORL 
Blank 45795 | 45842 | 46942 | 49158 | 46048 | 40920 | OORL | OORL OORL OORL OORL OORL OORL 
Blank 48911 | 47464 | 50214 | 48217 | 49156 | 34353 | OORL | OORL OORL OORL OORL OORL OORL 


Blank 33179 | 24770 dark 32306 | 25900 | 20108 | OORL | 40.3 INVALID 32.7 OORL 56.3 | INVALID 
Blank 34975 | 32464 | 38312 | 38162 | 41636 | 40379 | OORL | OORL OORL OORL OORL OORL CORL 


26 
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39238 | 40332 | 36866 | 46734 | 42028 | 43028 | OORL_| OORL OORL OORL OORL OORL 
A335 


| 27027 | sor70 | seas | szee7 | 7435 | sossa | 3s | 272 | oom | 322 | com | oom | cont_| 
piank_| s4oor | assas | a1s07 | 36800 | s070% | 3282s | oom | com | oom | 273 | oom\Maom | oom _ 
| 405 | 333_| ont | } 


35168 38975 | 37988 405 333 OORL | OORL 
19540 


theranos 


29184 30.3 


plank | 29369 | 26747 


| etenk | 42201 | aos06 | 40003 | 40447 | 
| blank | saos | s6s04 | s1000 | 32274 | 


€ 
Table 12: Verification of LLOQ <S 


py TN Measured concentration pay) | 
[sample | rien | ripe | rps | ripe | rips | rg6cfeiner | cone2 | cones | conce | cones | cones | resutt_| 
|_woa | asass | 3630s | 27523 | anzer | asase [Grave 318 | oom | s4a\| 293 | oom | oom | oon 
|_woa | asses | sosas | s1asz | rssox | 3262 l Ssodez | 33.8 | oom’ \gaar\\72.0 | oom | com | oon 
hate, N35703 | 347 | 2n2~—Nare} Yes | nvauo | 363 | 33 
6, Naat [ LB Nae V%ss.2 | wwauo | oom | 200 


43.4 | OORL 28.0 34.2 
39112 OORL | OORL | 61.9 | OORL OORL | GORL 


saad Qasaa Y 20200 | 21301 | 2suo | ss6 | 300 | sea | 33 | 340 | oom | eas _| 
set | 16036 | 22209 | dark | z1oz0 | a2 | 53 | o70 | 551 | wvau| sor | cor _| 
|_woa | 20828 | 26oxs | 25322 | 26278 | 25374 | 27270 | 455 | acs | x0 | a3s | oom | com | a7 | 
| woa | asesa | 3a7se | 33003 | saszo | azese | a53a1 | 353 | oom | oom | 229 | oom | com | oom | 
| woa | 2s7as | 2cis7 | dark | 17693 | 2020 | 22259 | sua | 366 | nvauo| 763 | oon | a39 | aco | 
21989 |ss9 | oom | com | oon. 
LLOQ 24410 | 27062 | 33049 | 31724 passe { ee a His} OORL 
oa sso08 | 31.2 oR 
| 2512s | 26ses | zasee | assre | 2ss09 | 2022 | 66 | a5 | aso | 38s | oom | oom _| 
236 | 

az | 


INVAKION IS, 46 


[soa | 43.0 _| 
2 haiose {32.7146 | wvauo | oom | oor _| 
i 


pig 


[352 | 309 | 
| aoass | szivo | a7ais | saso7 | dark | 34732 | 200 | oom | 207 | INVAUD 
| zoacr | aassn | 22n5s | zaasa | sons | 27527 | aro | as6 | 4e0 | 47a | oon | oon | 456 | 


27 


.3 
| sa9 | 
| s1076 | 26527 | 2on2e | s2ees | sasee | aasve | 27. | 9 | com | oom | a1 | 
| nau | 


| sears | asses | a7z2 | 23774 | dark | 22200 | ous | o32 | 24 | 
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LLOQ | 24493 | 30841 | 30790 | 28068 | 32418 | 29293 | 37.8 | OORL| 27.5 39.7_| OORL OORL OORL 
uog | 40494 | 40318 | 14123 | 43986 | 44290 | 33327 | OORL | CORL | 1067 | GORL | GORL OORL OORL 
LLOQ | 30872 | 29914 | 33496 | 33811 | 35181 28.6 | 27.7 | OoRL | 30.7 | ooRK. K OORL OORL 
oa | 21718 | 32055 | 33441 | 34282 | 27767 | 27490 | 44.1 | ooRL | ooRL | 30.1 | OORt~h, OQRL OORL 
uoq | 25686 | 27057 27334 | 25670 | 30657 | 35.7 | 34.2 | INVALID | 41.2 | Gobi SS30R._| invau | 
uoa | 17696 | 21630 | 18702 | 25760 | dark | 2aaar | 57.8 | sos | 676 | a4af inva’ 333 | soo | 
woa | 23624 | aaeae | a7aze | 32245 | 2sse | ao130 | oom | oon 
LLOQ _| 42493 | 42966 | 44792 | 46416 | dark | 42258 | corn | oor. | oope—~Woor, Minvaup OORL CORL 
2am. se. as 33675 sco [a [es [as | eons | on | on | oo 
LLOQ a 32001 | 33694 35458 | 32971 aor ( 46.5 | OORL OORL OORL 
LLOQ, | 2776 | el cee asap | aa ee So 43.2. | OORL GORL GORL 
LLOQ, | 30973 | 20440 | dark | 27847 | 22806 | 17365 | 2es\\ dey | INVALID | 40.1 | 48.8 77.0 44.6 
LLOQ | 27026 | 25265 | 29188 | 30734 | asasz | s0ex4}-3a5 | 29. | 30.5 35.0 | OORL OORL 32.0 
W080, SUEn EEENTUEEEEE BIDET came a 2aq\| 343 | oor | oor | 3927 
| 2ar77 | aaa | 25267 | asses | zaps (| Geded [ ana | sare aor, hos2 | 392 | oom | 380 
LLOQ uoa._| air sa ay asa a 5230 ras 1 85.1 | OORL 30.1 35.9 
LLOQ fae fis Vue | aa [ al Nid 4 31.4 | OORL OORL 62.8 
wo0a asax0_| rages db) asba2 | 37523 | go, aa Baap eon. | a] om. | oort_| oor 
| LtoQ meal ah ae. 35085 ata Val 33.2 | INVALID | OORL 37.1 
LLOQ ea ie eee 64.7_| INVALID | 46.0 | 32.9 55.0 46.6 
aca fa pce [a sé | wvaun | oom | 242 
Log | _ 25368" A o3szs\USsaie2 | 25292 | dark _| 15481 Paes | 45.9 | INVAUD | 95.7 51.3 
woo _| 2697] ‘sas22V"s2079 | 27393 | 33552 | 36578 | 312 | a1 | oon | oor | oon 
LLOQ eel aaloa eee 27.3 33.9 | OORL OORL 32.3 
| seaeo | 29755 | 29ea7 | 33762 | dark | 20076 | ots | 20a | 292 | 307 | inva | oom | 383 
woa | 25282 | 19480 | 24za9 | 27767 | 20100 | sores | 354 | 600 | 431 | 403 | oom | oom | as 
oa _| 27004 um [ae [a [ee | aa Lena ass | oon | oor | oon. 
LLOQ | 28707 | 33864 | 33271 | aaz72 | 31a | 293 | oom | 305 | oom | OORL OORL 
LLOQ | 24690 27273 a 38.6 _|_ INVALID OORL | INVALID 
LLOQ | 28190 Ee aed al | ais | OORL | _OORL OORL GORL 
LLOQ Lasse | so | | | 30498 | | 30909 | 369 | 48.4 OORL 39.1 
LLOQ 26504 | 26704 ve] sof 14721 | 343 | 35.0 | wnvauin | 104.7 38.9 
a_| ssoz1 | 2e0as | s17a0 | 35972 | 23391 | asras | 234 | 305 | uae | oon. | 576 
woa | 25137 | 16839 | 25970 | 20435 | 28005 | 21268 | 36.6 | 70.8 4a7_| 493 
7S ees oe eee eee 
28 
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u0Q__| 22812 | 20346 | dark | 25324 | 26246 | 23558 | 41.4 | 56.4 | INVALID | 45.8 | GORL 37.4 45.2 
uog | 25671 | 30784 | 2a904 | 27580 | 31733 | dark | 35.7 | OORL oort__| INVAUD 


rable 13: % LLOQ aes 


Estradiol Validation Report 


theran@s 


Measured concentra’ a 


SamplelD ra rR 
[ asis2 | gare | sana | vas | ooo | aaa “Kates SiNvaup | oom | 51.0 _| 
rae LLOQ =a oort | OORL oor. | get ~Node. | oort_| oor. | oort_| 
| 22 t1089 | uo | 33502 | 27782 | 32044 | 30343 | 33465 | OORL | a6a VA b86-71) 33.0 | oor | cor | oor_| 
re a re a ee ee 
| ua | eaves | sozea | ass0r | aosoz | 29023 | a5o9 | oom bho hwée. | oom | oom | com | con._| 
[sy2uoa | 20136 | 32525 | rao | a9802 | aorre | aasz6 | 2x¢VboR>! oom | con | com | oom | con _| 
yauoa | 24946 | 25164 | dark | 27314 | 20751 | 23735] 370 382 | wvau | a2 | 201 | 366 | 366 
1/2100 [| ae es | o_o zas | 227 | oon. | oom | oom | oont_| 
1/2 LLOQ 39251 fe 

20a | 36970 | 34778 | 29090 | rae orm [ecw | fon OR! 
1/2109 | 39039 | 34582 | 4osas | 4199s {“do7Dy }, 38342 eae Noor OORL 
1/200 | 36158 | 33618 | 27822 | 39489, Neg 33434 ooa_| GoKN OORL | _OORL 
oe ed ey Ce eS ee 
yauoa | 22096 | 26206 | pac 20025] dork | 23ese ato) aks | ors | coe | imvauo | 3720 | 
w2uoa | aase7 | 43905 | fabaiZyaxier | 47251 | szave | ook Poon {oom toon. {cont | com 
1/2 LL0Q | 2arsi |, dares | wsz2- 31977 | 38.4 | 42.0 38.9 | OORL 

[ vauon | says |caeiag Veer 41272 | 41350 | 41313 | 27.2 | CORL | OORL | OORL| OORL | CORL}| OORL 
Se 4sze6_| 272 | oom | oon | 286 | oom | oon | 


[sua | 35655 | 36620 | 30343 | aooso | dark | 23426 | oom | oom | oom | oon | invauw | cont | cont 
| sy2woa | 40526 | sous | 4006? | ass | 


al 
i 
Fc} 
BEER 
Q 
a 
= 
Q 
oO 
“apa 
Hl 
+] 
a 
ad 
uJ 
° 
a 
fd 
Qo 
oS 
a 
rr 
ip 
Qo 
E 
- 
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Table 14: Analytical Sensitivity Summary 
Statistic 
% of blanks that are OORL 
% of LLOQ that are calculable 
% of 1/2 LLOQ that are OORL 


10 ANTICOAGULANT COMPARISON LM 

To test the effect of anticoagulants, 20 unique patients donated a te 9) ' amples, one EDTA, one 

Li Heparin, and one Serum. The matched samples were testé ‘TKetanos systems and the results 

were compared across three matrices. There was no si ntdifference between serum and 
asma and heparin plasma. Both 


EDTA plasma, but the correlation was poor betw; DL 
EDTA plasma and serum are suitable for Theran : iv assay. Li-heparin plasma is not 


° 


recommended to be used as a sample for the Theranos Estr iol assay. 
foie 
A} 
va as a < a 
Table 15: EDTA Plasma {oon = AA 
~S ON 


EDTA plasma cue 
conc, 
{serum} | 
p (pg/mi} Tipt concS | conc6 | result 
Patient 1 22.6 | 23604 OORL | CORL | CORL | CORL 
Patient2 | 49.8 Me | 125.0 | 1033 | 1439 | 1099 | 99.6 
Patient 3 21 A\\ pos cor. | oort | ooRL | CORL | CORL 


OORL | OORL | OORL | OORL | OORL { OORL 

Patient S K_#20.0, | 38625 | 43271 | 39681 | 36589 | 41820 | 36722 | OORL | OORL OORL | OORL ; OORL | OORL 

Patient 6 24990 | OORL | OORL OORL | OORL | OORL | OORL 

Patient 7 | 269 | 12204 | 14356 | 14199 16497 | 140.3 | 1114 | 132.0 | 93.3 59.0 76.0 84.7 

Patient 8 31243 | 28315 | 26432 22302 ; OORL | OORL OORL | CORL | OORL | OORL 

Patient 9 20088 | 22438 | 20177 | 23338 | 23479 | 26964 | 40.9 | OORL | 35.0 | 333 | oort | oort | OORL 
258 464 


Patient 10 4531 | 9713 6680 | 12906 | 11189 | 10783 | 737 124 212 211 186 


Patient 11 24 16440 | 8362 | 37591 36068 | 36312 OORL | OORL | OORL | OORL | OORL 


Patient 12 20.4 15117 | 17418 | 18210 
Patient 13 27 45379 | 13717 | 15218 | 15110 | 16377 


111.6 $3.9 75.9 185.8 81.5 
114.2 | 105.7 153.8 | 193.9 87.5 
| Patient15 | 50.9 | 10622 | 10687 | 9833 | 10873 | 11227 | 261.4 | 164.2 | 210.1 166.9 | 184.5 
| Patients | 35.2 | 19316 | 18478 | 13449 | 19104 | 20068 | 21008 a 148.6 58.4 32.7 OORL 29.5 


30 


| 20943 | 20961 62.4 62.2 | OORL | OORL | 52.3 
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282 348 224 
Sy 


226 1220 | 254 192 
28.5 | OORL | OORL | OORL 


OORL } OORL 
ZBaq [oon [oon 


| Patient19 | 249 | 21720 | 27226 | 27100 | 29489 | 27921 


Patient 20 2: 


Patient 18 111 9214 2288 | 10014 | 9880 9766 
4 


22539 | 24333 | 22116 | 26355 38.4 | OORL |; OORL | 39.7 


, 


Table 16: Li Heparin Plasma Yo > 
Ae 
li-He CUA RLU icutated Gon Tal 
conc. 
(serum) “s 
SamplelD (pg/ml) Tipt Tip2 Tip3 Tip4 Tips Tip6 concl “be conc4 | concS conc6é result 
Patient 1 22.6 22006 | 6589 | 25164 | 23742 | 24308 | 21685 | OO fea ORL 31,3 OORL OORL OORL 
Patient 2 49.8 13416 | 15495 | 13674 | 14389 | 13005 | 156 4 143 103 148 160 100 
Patient 3 21 32418 | 39501 | 28006 | 31848 | 31863 | 155 ‘QCRL ‘ORL OORL | OORL | OORL | 92.0421 | OORL 
Patient 4 < 20.0 34172 | 54992 | 54337 | 55858 | 49609 1335 1 | OORL | OORL | OORL | OORL OORL OORL 
Patient 5 < 20.0 28223 | 24566 | 26110 | 28466 | 251: ’ 5 OORL {| OORL | OORL | OORL | OORL OORL GORL 
Patient 6 < 20.0 31826 | 34269 | 32267 | 37630 ga. £40198 oorL | OORL fOORL OORL | OORL OORL OORL 
Patient 7 26.9 15699 | 17921 | 20271 | 20748 ft 18772 | 84.4 51.2 37.3 44.6 33.3 
L Patient 8 < 20.0 29446 | 31747 | 26090 es \aa637 26802 | OORI RE oO Ri OORL | OORL OGORL OORL 
Patient 9 34.3 6970 7231 | 3 79, | "2 ap 32164 | 2170 : oN OORL | GORL | OORL OORL OORL 
Patient 10 144 12400 | 10082 4 ) 837 10187 i‘. | ead 219 151 259 293 202 
Patient 11 24 22445 | 2 23 | 22906 | 23115 | 2 0 ORL | 30.0 | OORL 35.5 OORL OoRL OORL 
Patient 12 20.4 20255 |{ 7! 20636 | 21134 | 22513 | 20017 | 39.5 42.9 28.8 45.3 GORL 30.1 18.4 
Patient 13 27 baa hs 21577 | 16611 | 18126 | 14948 | 68.9 57.1 | OORL 78.5 52.2 102.5 53.8 
Patient 14 vy, oO Tiga 577 | 11428 | 13196 | 12831 | 10830 145 153 203 119 153 210 148 
Patient 15 os “1355. ‘| 12449 | 11884 | 11709 | 9197 ; 12884 115 156 185 145 317 148 135 
Patient 16 35.2 : 4970 | 12577 | 11428 | 13196 | 12831 | 10830 145 153 203 119 153 210 148 
Patient 17 < 20.0 24705 | 23302 | 24852 | 23997 | 32912 | 20198 | OORL | OORL | OORL | 30.1 | CORL 28.1 OORL 
Patient 18 111 9911 | 10265 | 11115 | 2487 | 12346 | 12471 200 233 213 OORH 169 188 180 
Patient 19 24.9 21096 | 24924 | 23337 | 25938 | 28356 | 24734 | 33.1 ORL OORL | OORL | OORL OORL OORL 
Patient 20 24 17119 | 15192 | 16465 | 18893 | 22471 | 21189 | 68.1 96.1 89.5 59.9 OORL OORL 60.5 
31 
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Table 17: Serum 


Serum as RLU Calculated conce{ a L ‘ 
(serum) 4 
SampleiD {pg/ml} Tip1 Tip2 Tip3 Tip4 Tips TipS | concl | conc2 | conc3 nic to j conc6 result 
Patient 1 22.6 27146 | 35490 | 26897 | 38647 | 38632 | 37237 | OORL | OORL | 60 . 5 ORL CORL SORL 
Patient 2 | 49.8 14284 | 13628 | 13957 | 15021 | 15596 | 14458 | 103.7 | 126.7 | 13%,2 \. gas” 89.0 112.0 93.5 
Patient 3 21 35966 | 43020 | 41641 | 45259 | 52613 | 59189 | CORL |, OOR : ORL | OORL OORL OORL 
Patient 4 < 20.0 77362 | 77027 | 79238 | 80653 | 70494 | 69550 | CORL } O h ol ( OORL {| OORL CORL OORL 
Patient 5 < 20.0 26898 | 41341 | 29462 | 33186 | 29775 | 32044 | OORL iy OORL | OORL | CORL OORL OORL 
Patient 6 < 20.0 31727 | 34949 | 36655 | 36359 | 40536 | 42601 R SRL | OORL | OORL | CORL OORL OORL 
Patient 7 26.9 _| 15983 | 16893 | 16434 | 18761 | 17122 | a9862°\ dad} 71.4 | 90.0 | 60.9 | 65.0 31.8 43.5 
Patient 8 < 20.0 24853 | 28096 | 29287 | 30362 | 24160, 16 | 0 SRL | OORL | CORL | CORL | OORL | 51.56281 | CORL | 
Patient 9 34.3 18822 | 6599 | 21988 | 24836 | 2! Ae A 5 516 ORL {| OORL | OORL 36.1 OORL 
Patient 10 144 12005 | 12074 | 10624 | 11204 TOSS \ 402 145 167-~] 4,230 154 193 142 156 
Patient 11 | 24 __| 29264 | 5407 | 33774 | : 705 \31233’| 36730 | oor }s. dors | oort | oort | ort | OORL 
Patient 12 20.4 13819 | 19789 | 21692. r 268 | 19470 | 110: c a ; 62.9 77.6 36.3 47.5 
Patient 13 27 17720 | 21144 9387 2 Z| 9440 | 18846 3 Me OORL | 33.3 301.7 43.6 24.5 
Patient 14 74.2 14601 | 1317 ésaha F396 16680 | 120 9, 137.2 106.9 71.6 713 202.9 97.8 
Patient 15 50.9 6143 i079 6353 | 24853 | 11298 | 12 438.7 | 200.5 83.2 | OORL | 207.2 147.9 199.3 
Patient 16 35.2 ‘ oni 17398 | 18546 | 18772 | 18887 | 546 | 214.1 | 74.6 62.5 45.0 43.1 37.5 
Patient 17 |< 20,0°Naa24QN 22486 | 25260 | 27023 | 25131 | 23485 | OORL | CORL | CORL | CORL OORL | OORL | OORL 
Patient 18 i 72 . 8651 | 10334 | 10612 | 11354 | 12446 | 327 316 241 171 205 159 223 
Patient 19 24.9 * 2263 6127 | 28836 | 32160 | 32004 | 33852 | OORL OORL | OORL | OORL OORL OORL 
Patient 20 I 24 | 19486 | 20401 | 20933 | 17898 | 24016 | 54.5 45.4 32.0 46.5 54.9 OORL 28.0 


32 


Confidential THPFM0005699361 


E R-14560 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 233 of 295 


th Estradiol Validation Report Document Number: 
: era N@S Revision: CL-RPT-131221 


Validation Document Effective Date:8/29/2014 


Estradiol ELISA Assay Validation Report on Edison 3.5 Theranos System 


Table 18: Summa’ 


aay Theranos results (pg/ml) 
CLIAcone. serum) | serum __| EDTA plasma 
Sample(D (pe/ml) ya 


22.6 | OORL | | OORLs NAN “oor. | NAN “oor. | 


Patient 3 21 OORL OORL OORL 

Sao 
| Patients | «200 | oom, | OR a 
[patients | «200 | oom fx ego” [om 
ret [aes Tas ps 


Patient 9 34.3 OORL. e 2 ont 


Patient 11 

se ee a 
EE te One ae ee 
a AS ee Oa 
7 ee ee 


223 
OORL CORL 


of EDTA v. Li Heparin v. Serum 


OORL 


Patient 20 
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Figure 8: EDTA Plasma v Serum 


Correlation of EDTA plasma vs. Serum 


250 y = 0.8654x + 25.275 QS 
‘Seo Dao 
£ a R? = 0.8902 
& ¢@ @ 
= 150 
8 @ EDTA vs. Serum 
Ld 
E 100 
wa 
® 

Za scald —— Linear (EDTA vs. 
= 50 @ Serum) 
2 o 

0 

i¢) 50 100 150 200 250 


Serum conc. (pg/mi) 


11 INTERFERENCE <¢ (Uy yee 
: —_ \ 


ae 
Matrix interference § Sched by preparing hemolyzed, icteric and lipemic matrix and spiking 
three concentyatiqn’ leyel$ of analyte into prepared matrix respectively. The spiked serum samples 
were measute 6n theLhéranos System and predicate. The recovery was calculated with measured 
values froty The os’system and from predicate method. 
va 


Icteric samples with Bilirubin at Smg/dL and lipemic samples with Triglycerides at 250mg/dL 
didn’t show significant difference on Estradiol results. Hemolyzed samples with 250mg/dL 


Hemoglobin had slightly low recovery so results of hemolyzed samples in Theranos system should 
be interpreted with caution for Estradiol assay. 


Table 19: Results of Hemolyzed Samples — 250 mg/dL Hemoglobin 


Tet) Tes tae | cea nen ee | a 
gia | ose | esa | a7za | aves | wo7os | aise | asu2 | 903 | aos | ee | 
| 0883 | 10023 | ae3s | s695 | | 157.0 | 207.4 | 22527 | 166. | 1660 | 62.2 _| 


Spiked 
sample 


Ri 
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90.0 86.2 817 65.3 


[203 | az06s | 42000 | asesa | aosza | sa2e ort | cont | com | com | com | oom | oon | - | 
ran 


Table 20: Icteric Samples — 5 mg/dL Bilirubin oO 
Spiked o OY 
concl | conc2 | conc3 /con 


sample BA} 
I 5 | concé | result 
773.0 | 437.2 | 731.3 | 114.4 


Tip1 | Tip2 
639 | 4465 | 5211 | 4559 | 5364 | 4870 | 6121 64, 
ae 
176.1 | 120.7 | 137.8 


ot 


Calculated eee ( 


*] 
hs 


4589 | 8140 | 8759 | dark | 9444 | 9675 


% 
recovery 


a i} e 
ee Sie [ adx8\ Nese | 
8090 ‘gpge" 8941 | a504 | 199.9 Ee 


18647 | 108.9 


i“ 
12 CROSSREACTIVITY 


Crossreactivity test data were obtained from assay development report. The cross-reactants were 
prepared in buffer to avoid other interference in serum or plasma. The recovery was calculated to 
determine the effect of the substance. No significant cross reactivity showed in tested substances 
and the results are comparable to predicate method. 


Table 22: Cross-reactive test 
Recovered 
Test Substance 
Estrone 


Estriol 
Progesterone 
Cortisol (Hydrocortisone) 
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13. ANALYTE STABILITY “~ 


The stability of analyte was evaluated at 4C and room temperature. Aliquots of calfor: 
spiking Estradiol in depleted serum were stored at -80C. Multiple sets of stabili iiAe 
were then transferred to either room temperature or 4C at the Ohr time opie Ch 
temperatures for the remainder of testing. At each time point, one set of ¢: teratds 
back calculated from calibration curve obtained at Ohr time point. 


a % 
Overall the analyte stability data indicates that the samples are, ahiegy 2872 hours when stored at 
4C and room temperature. f 7 


of “{ 4 
Table 23: Analyte Stability Summary: 4C * SY 


2 


RLU ra lated Concentration (pg/ml) 


Sees eee 
3 . OORH | OORH |; OORH 
. 


1293.5 | 3877| 3590| 3290 3498 | ooRHM YORP, | 
323.4) 7221| 7803 8876 Cae 262.8 


539 | zassz | 24506 | 72 10) 3 | 24326 a 2.2| 281} 43.3 
Table 24: Analyte sellig ur RT 
L, Su 


a RT 


y 
~ Calculated Concentration (pg/ml} 


a 
ee ee eee 


| _12935 | 3877| 4273| 3936 | 4481 | 3491 | 3604 OoRH | 823.3| OORH | 835.3 | OORH| OoRH | 
7221 6588 5761 7995 7799 7171 475.0 259.4 236.9 
[sas [or [ aera [oss ers | see | Gene | asa aoa | 500 [502 | oom] 233] 
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=$— Level 1 


=f Level 2 


caogfe=s Level 3 


24hr Jahr 


=== Level 1 
“B= Level 2 


s=aip== Level 3 


Ohr tbr 4hr 12hr 24hr 72h 
Time Point 
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14 Reagent Stability in Capsys Cartridges “~. 


Reagent stability was conducted with Capsys built cartridges. Cartridges with af}-re SS filled by 
Capsys were stored at 4C and the monitoring of assay performance is on-going’“At each time point, 
a set of calibrators made by spiking Estradiol in depleted serum was‘analyzed using Capsys 
cartridges and back calculated from calibration curve obtained at 0 ti s t. Current data shows 


reagents in Capsys cartridges are stable after 5 weeks’ storage. ey 
Ma KY? 
: KJ) 


ly 
E ae ae | 


o) 


Level 1 
Level 2 
Level 3 
Level 4 


Figure 11: Capture manor Sein solution er aS 


—o— Level 4 
{i= Level 2 


ie Level 3 


3 
Z 
3 


oxbieo Level 4 


Week 2 
Time point 
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1 ASSAY BACKGROUND 


Human chorionic gonadotropin (hCG) is a glycoprotein hormone normally produc 
placenta during pregnancy. The hCG molecule consists of two combined, dissimilg 
designated alpha and beta, The beta subunit, with a molecular weight of approxitié 
daltons, confers biological and immunological specificity to the entire hCG melé 
unique amino acid sequence and content. The alpha subunit, with a moleg, 
approximately 18,000 daltons, is essentially identical to the alpha sub i 
glycoprotein hormones: juteinizing hormone (LH), follicle-stimulat 
thyroid-stimulating hormone (TSH). 


hCG Report 


theranos 


Validation Document 


1.1 Theranos System Specification 
The Theranos assay for hCG is a sandwich ELISA, specifi¢ to 
The Theranos System reportable range is 9.44 mIU/mL to 4%22it0/mL. The Theranos hCG assay can accept 
serum, EDTA plasma and Li-heparin plasma as s aples. Théassay has a lower limit of quantification 
(LLOQ) of 9.4 m[U/mL. Non-pregnant fem. below the assay LLOQ of the Theranos hCG 


The Siemens Immulite 2000 hC ras igat hod“The assay reportable range 
is 1 mIU/mL to 5000 mIU/m are | (eYnaL are considered negative for 
pregnancy. The presence o a (384 mg/dL), and lipemia 
(3000ng/dL) have no eff 


\tdation of the ELISA assays on the Theranos device will be in accordance with 
.1253 “Standard: Establishment and verification of performance specifications” and outlined 
28A3. 


CFR. Chivsg4 
in CLSI guidelin’ 
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3 CALIBRATION 


theranos 


3.1. For the purposes of this Validation Plan, calibration will be carried out for eadh’hew lot of 
reagent cartridges. 


3.1.1 At each level 3 cartridge replicates will be tested, 


3.1.2 A calibration curve should consist of a blank or zero sample: cath ple processed 


ULOQ of the range, 
3.1.3 Acceptance criteria: For each run, a minimut Sf the back-calculated mean values 
of the total number of calibration standards in ration range should be within 100 + 
20% (100 + 25% at LLOQ and ULOQ stiifidards) ‘of their nominal values and a minimum of 
six unique standard concentrations m ; 


3 Dark counts and outliers 
% recovery calculations, 
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Table 1: Calibration 1 Data (Edison 3.0) 


These data were used to analyze Accuracy/Comparability (6), Blood Collection Devige Comparison 
(8), Anticoagulant Comparison (10), Interference (11), and Analyte Stability (Os 
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Calibrator 8 
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Figure 1: Calibration 1 


theranos 


Nominal Value vs Theranos Result | 


5000.00 i 
4500.00 y = 0,9121x + 32.377 : 
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Table 3: Calibration 2 Data (Edison 3.0) 
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Figure 2: Calibration 2 
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Figure 3: Calibration 3 
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Table 5: Calibration 3 Data (Edison 3.0) 


These data wereused to analyze data from Dilution Linearity Set 2 (7), Cross Reactivity (12). 
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Table 7: Calibration 4 Data (Edison 3.5) 
This calibration was used for all precision ow 
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Table §: Calibration 4 Summary 


Calibrator Level Reported Value [units] Theranos Result [units] % Recovery | 
Calibrator | 4722.00 4384.91 93% 
Calibrator 2 736 1.00 2344.87 99% 
Calibrator 3 944.40 933.85 98% 
Calibrator 4 94.44 : 90,18 95% 
Calibrator 5 47.22 52,82 S 3% 112% 

Calibrator 6 23.61 33.18 19% 98% 
Calibrator 7 _ 9.44 __B% 1% 
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4 PRECISION 
The precision of this assay was tested over 5 days in a moming and evening shift. On 


consisted of 9 total replicates at each of 3 analyte levels. In each shift 2 runs were pckf@smed. The 
data show the precision of the assay on the Theranos System. j 


ey 


4.1 The report will include scatter plots, precision summary tables and 
performance claim(s) regarding within-run (repeatability), betw: 
within laboratory precision. 


ween-lot and 


4.2 Acceptance criteria: The %CV of replicates at each co 5 vot the samples should not 


be more than 20% (25% at LLOQ and ULOQ) for El 


Table 9: Precision Summary 


Allowable Bias 
%) 


AC | 
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5 REFERENCE RANGE 
‘To verify the accuracy of the Theranos System, the reference range was tested andompared to the 
results from the predicate method. According to C.F.R, Ch IV, § 493.1253 “Standard? 

and verifi cation of performance specifications” and outlined i in CLSI Pea C28A3, o 0) 


procedure is correctly saitcatind over the range in which they report patient 

measuring interval they are obtaining in their laboratory is comparabley pa Yrterval defined by the 
manufacturer in (he product insert. A measuring interval cons, ‘aiumeric values between the 
lower and upper numeric values for which a method can rode intitative results suitable for 
clinical use. Be 


5.1 Calculated concentrations are based on the mea i 0 3 cartridges tested. 


5.2 Acceptance Criteria: In accordance to C slg ideline C28-A3c, 95% of at least 20 samples 
tested must be within the reference interval7~. 


The reference interval established foron-p mIU/mL. These patients 
are considered not pregnant. Of 2 nce donors, zero patients 
had hCG levels outside of there} ‘confirmed via the predicate method 


listed in section 1.2. Overall” 100%:0 i 6 fe v ithin the reference range, and is 
acceptable for verificati 
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Table 11: Reference Range Summary 


Reported Value [mIU/mL] 
< 1.00 


Sample ID 
Patient 2 
Patient 3 
Patient 4 
Patient 5 
Patient 6 


Patient 9 
Patient 10 
Patient 11 
Patient 12 
Patient 13 
Patient 14 
Patient 15 
Patient 16%. 


: 
6 ACC COMPARABILITY 
‘To test the accutagy of the assay on the Theranos System, 100 unique patient samples were assayed 
using both the predicate method (Siemens Immulite) and the Theranos System, Of these samples 
18 were within the reference range (<10mIU/mL), and 82 were higher than the reference 

range. Based on the results of the data examination, either a simple linear regression or alternative 
procedures were used to estimate expected (average) bias and the confidence interval of expected 
bias at the desired medical decision level(s) as per CLS] guidance EP09-A2. StatisPro was used for 
bias calculations. These estimates were compared with internal criteria to judge the acceptability of 
the Theranos method. Each sample was run in replicate on the predicate, and the average used for 
comparison to the Theranos method. Some samples were stored before analysis on both 

methods. If the confidence interval for the predicted bias includes the defined acceptable bias or if 
ihe acceptable bias is greater than the higher limit of the confidence interval of the predicted bias, 
then the data do not show that the bias of the Theranos method is different from the acceptable bias 
or there is a high probability (97%) that the predicated bias is acceptable, respectively. The 
acceptable bias at each medical decision level was determined based on the total allowable error 
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Figure 6: Theranos Corrected v. Predicate Method Result 
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Figure 7: Scatter 
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theranes 


(TEa) minus the measured precision at the level closest to that decision level. Total allowable error 
(TEa) was taken from CLIA proficiency testing criteria for acceptable analytical performance, as 
printed in the Federal Register February 28, 1992;57(40):7002-186, when available 


Each sample was tested in replicates of three. Calculated concentrations are 
RLU of 3 cartridges excluding outliers and dark count tips. : 


6.1 The analysis in the report will contain the following elements: 


6.1.1 Repeatability plots, difference plots, and/or scatter plé 


span the measuring interval 


6.1.3. The results of the calculations for the p 
confidence intervals 


6.1.4 Statement of performance clai 
6.1.4.1 Default acceptance criteri 


95% at LLOQ) and. 
LLOQ) 


Table 12: Bias Corr 


“3? Theranos Theranos 
; Result Corrected 


mIU/mL) 


Patient 1 2780 405 1.00 3238.52 
Patient 2 2410 3916.54 3131.04 
Patient 3 2508 373148 2983.11 
Patient 4 2442 3447.15 2755.82 
Patient 5 2495 3374.64 2697.86 
Patient 6 3255 3298.78 2637.22 
Patient 7 2295 3166.20 2531.25 
Patient 8 2138 3135.88 2507.00 
Patient 9 2241 3039.68 2430.11 
Patient 19 2414 2984.69 2386.15 
Patient 11 2759 _ 2960.35 2366.69 
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Patient 13 
Patient 14 
Patient 15 
Patient 16 
Patient 17 
Patient 18 
Patient 19 
Patient 20 
Patient 21 
Patient 22 
Patient 23 
Patient 24 
Patient 25 
Patient 26 
Patient 27 
Patient 28 
Patient 29 
Patient 30 
Patient 31 
Patient 32 
Patient 33 


Patient 34 4 


Patient 3 
Patient 36 
Patient 37 
Patient 38 
Patient 39 
Patient 40 
Patient 41 
Patient 42 
Patient 45 
Patient 46 
Patient 47 
Patient 48 
Patient 49 
| Patient 50 
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Patient 51 40 
Patient 52 22.8 
Patient 53 33.5 
Patient 55 51.2 
Patient 57 38 
Patient 58 26.9 
Patient 59 9,72 
Patient 60 16 
Patient 62 11.2 
Patient 63 2i 
Patient 64 23 
Patient 65 27 


Patient 66 25.4 
Patient 67 27.9 


Patient 68 779 
Patient 69 13.3 
Patient 70 8.34 
Patient 72 18.8 
Patient 73 26.1 
Patient 76 9.59 
Patient 79 53 
Patient 80 g 
Patient 83 

Patient 880" 
Patient 86 3 
Patient 87 | 23.3 
Patient 88 11 
Patient 89 10.9 
Patient 90 17.3 
Patient 91 17.3 
Patient 92 15.1 
Patient 93 14.4 
Patient 94 17.8 
Patient 95 11.7 
Patient 96 11.1 
Patient 97 10.6 
Patient 99 12.2 - 
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Patient 
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Table 13: Method Comparison Summary 
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Figure 8: Difference P. 
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Figure 9: Adequate range test 
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7 DILUTION LINEARITY 


A high analyte sample was selected and serially diluted using a low sample to a to 
test the linearity. The exercise was repeated with a mid-level patient sample in o1@ 
reportable range of the assay. The nominal values of each level were calculated:t 
of the high analyte sample as reported by the predicate method (Siemens Jit: 
guideline EP06-A will be followed to establish the measuring interval b¥ 


study. 


ipared to the nominal 
@ within 100 + 20% (100 + 25% 


7.1 Fach dilution level was tested on the Theranos System Lit 
concentrations. For each dilution level, the recovery shat! 
at LLOQ and ULOQ standards) of their nomi 
be greater than 0.95. 

In both cases (dilution of the high and mid-level 

nominal and the R? was 0.99. 


Table 14: Dilution Linearity High-Leyel P 


8% 


Nominal 
. Value 
mim L 


846178 


i 


3/16 


668.19 | 654.12 


10 
203 86706 5% | 72490 
| azze | zona | _——|__—70010 | 
26534 


102 27199 [seis | zso |__—_}_ 2019 
14588 


Table 15: Dilution Linearity Mid-Level Patient Sample 
[AUTips [> Dark Exclusion | tnter-Cartridge 


Nominal Value Intra-Cartridge 
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[mIU/mL] | Tip! Tip2 Tipi Tip2 Mean | %CV_| Mean | %CV_| Tip! | Tip2 | Moan 
468964 | 466239 | 468964 | 466239 | 467602 | _0% 739.96 

926 581780 | 620106 | sgi7g0 | 620106 | 600943 | 5% | 539545 | 12% | 925.92 | 99: 12% 
531670 | 568513 | 531670 | 568513 | 590092 | 5% 840.16 | 90256 
233464 | 290778 | 233464 | 290778 | 262121 | 15% 411,99 | Ag 

463 5 5 | DARK | DARK | 293645 | 15% 12% 
333804 | 316533 | 333804 | 316533 
117773 | 115925 | 117773 | 115925 | 116849 | _1% 2 

232 85039 | 109014 | 85039 | Logul4a | 97027 | 17% | 106938 < 9% 

3 5 | DARK | DARK | 

36687 | 40669 | 36687 | 40660 | 38678 | 7% 138.60 

116 13468 | 26713 26713 | 26713 109.35 | 122.20 | “10% 
29009 | 28764 | 29909 | 28714 | 113.89 
__ 1673 |__ 8740 | 7673 | __-8740 52.57 | 57.02 

58 8005 | 7305 8005 | 7305 54.57 | 12% 
6318 | 10820 | 6318 | 10820 
2222 | 2608 | 2222 | 2608 

29 3085 17 3085 | DARK 24.05 | 10% 
2517 | 2557 | 2517 | 258 23 
1153 | 1207 1153 

14 968 969 968 8.14 | 20% 
869 884 

7 OORL | OORL 

4 OORL | OORL 
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Document Number: CL-RPT- 
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Sample ID Nominal Value [m{U/ml Theranos Result [mtU/ml a % Recove! 
High-Pationt Sample ————————— 2677.73 eiinfes, 82% 
2 1627.50 é 92% 
v8 406.88 80% 
1/32 101.72 97% 
1764 50.86 - 18% 
Mid-Patient Sample 926.00 92% 
12 
1/4 
18 
HIG 


: 1/32 
1/64 


Wie 
Negative 


Figure 12: Dilution Linearity 


Theranos Result [mIU/mL] 
i 
8 


Dilution Linearity 


Nominal Value [(mIU/mi] 


ee 
wae 
Qe y = 0.8342x + 13.276 
a R?=0,9962 set 
a mset 2 
y = 0.9308x + 15,405 
R? = 0.9936 
—" igs ~y i 2 “tf a 
Q 500 1000 1500 2000 2500 3000 3500 
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8 BLOOD COLLECTION DEVICE (BCD) COMPARISON 
Because the sample volume obtained from a fingerstick is sufficient only for testingven the 


performed using matched fingerstick blood and venous blood. The normal ran: 
women is less than 10 mIU/mL. 


20 unique patients donated 2 venous tubes of blood and 4 fingerstick saf 
samples one tested outside of the reference range. Overall, 10 


the reference range 


Table 17: Venous v. Fingerstick 


Dark Inter- 
All Tips Exclusion Concentration 
Sample Type j Yipl | Tip2 Tip1 Tip2 %CV | Tip 1 Tip 2 Mean “CV 
Venous Tube OOR | OOR 
1 160 | 169 160 L L | oor | oor 
Venous Tube OOR | OOR L L 
2 153 184 153 L L 
OOR OOR 
Fingerstick 1 101 87 101 L L 
OOR OOR. OOR OOR 
Fingerstick 2 98 108 L L L L 
OOR OOR 
Fingerstick 3 96 61 L L 
Venous Tube . OOR | GOR 
1 $3 83 42% L L OOR | OOR 
Venous Tube GOR | OOR L L 
2 es 183 178 4% L L 
OOR OOR 
Fingerstick 49 54 | 12% 8 6% TL L 
OOR OOR COR OOR 
Fingerstiok 2 150 | 102 | 126 | 27% | 169 | 76% L L ‘ie ae 
OOR OOR 
Fingerstick 3 306 346 306 346 326 M% L L 
Venous Tube OOR | COR 
127 | 108 127 | 108 | 118 | 11% | 55 | a7ay ce OOR | OOR 
Venous Tube OOR | COR L L 
187 187 187 187 187 0% L L 
OOR | OOR 
Fingerstick 1 | 132 | g2 132 | 82 | 107 | 33% ee | ee L 
Wi 13% OOR OOR OOR OOR 
Fingerstick 2 137 131 137 131 134 3% L L L L 
OOR OOR 
Fingerstick 3 94 89 94 89 92 4% . - nes L 
Yenous Tube OOR | OOR 
1 249 197 249 197 223 16% 311 34% L L OOR OOR 
Venous Tube | age 4o% | COR | OCR L L 
2 376 422 376 422 399 8% Pe L L _ 
150 19% OOR | OOR OOR OOR 
Fingerstick 1 158 174 158 174 166 1% L L L L 
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OOR | OGR: 
Fingerstick 3 96 152 a L Ro 
Venous Tube Ae 
1 178_| 142 78 | 142 OOR 
Venous Tube L 
Z 161 180 161 
O 
Fingerstick f 
OOR OOR 
Fingerstick 2 L L 
OOR. 
Fingerstick 3 L 
Venous Tube | 304 COR 
1 6 L OOR 
Venous Tube OOR, L 
2 287 L 
OOR 
Fingerstick 1 135 139 135 L 
OOR 
Finge 81 127 8L L 
g1_| 105 81 
1 7 100 17 100 OOR 
2 7 B 77 | <a 
OOR 
Fingerstick 2 112 L 
| ringescn3 | 8 4 
Venous Tube 
ro Lae oon 
Venous Tube L 
2G 
Fingerstick | 
OOR 
Fingerstick 2 L 
|__Fingerstick 3 
Venous Tube 
1 GOR 
Venous Tube L 
2 
OOR | OOR 
‘yy 
Fingerstick 1 si Nea lal |B L 
OOR OOR OOR 
0, 
Fingerstick2_| 148 aa L L L 
OOR OOR 
Fingerstick 3 110 1]2 110 L L 
Venous Tube COR OOR 
J 124 123 124 | “ a, Lu L OOR 
Venous Tube a it aie OOR OOoR L 
2 89 138 89 , L L 


LOV NOLLVAMOINI JO WOddsad FHL YACNN PUNSOTISIO WOWd Lda Xa NOLLWAHOANT TVIOUAAIAIOD TYLLNACTANOD 


CMS2-001423 


E R-14599 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 272 of 295 


CONEIDEN TLAL COMMERUPALL UNURIVIAHTUIN EAIVID LUIGI A UI US ba nei ek ake Nanna na tee Ca ae 


theran@s 


hCG Report 


Validation Document 


Document Number: CL-RPT- 


13095 


Revision: A 


Effective Date: 3/19/2014 


hCG ELISA Assay Validation Report on Edison 3.5 Theranos System 


ws ns|_@ 


Venous Tube 
1 
Yenous Tube 


Fingerstick 2 


Fingerstick 3 
Venous Tube 
1 
Venous Tube 


2 


Fingerstick 1 


Venous Tube 
2 


Fingerstick 3 


ee lial 
1 7 


152 


153 
129 
163 


17% 


cit 


ro 
o 
n” 


OOR 


| 8 


OOR 


Ei 


8 
a 


& 

| et 
[ra Fer grars 
ml | oS] 


tC 


OOR 


iS 
I 


ro 

oO 

m 
roror 

ie) 

i] 


. 
L L 
OOR | OOR 

iL L 
OOR 


ad 
E 
OQ 
bn] 


157 


10% 


2% | 


115 


33% 


ooR | OOR 
L L 
OOR | GOR 
L fk 
OOR | OOR 
L Ls: 


OOR | OOR 
L L 
OOR | COR 
L L 
OOR OOR, 


OOR | OOR 
L L 
OOR | OOR 
L L 


rg “§ 
c ” 
cg 


Lov NOLLVAROANI JO WOCARL TLL YANN TAOSOTISIC WOW LdWaXd NOLLVARIOUNI TVIOYSAINOD ‘TWLINFOIINOD 


E R-14600 


CMS2-001424 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 273 of 295 


CUNFLUEN TIAL COMMEKCUIAL INFURMALION BABIVIP L PRUIM DIbULUSUKE UNUER LAP PFREBDUIE UP UN PURIVLA LION ALL 


the fa nes hCG Report ae Number: CL-RPT- 


Revision: A 
Validation Document Effective Date: 3/19/2014 


hCG ELISA Assay Validation Report on Edison 3.5 Theranos System 
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2 L L 


. OOR | O@R 
| in| ws, oY 
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Fingerstick 3 81 
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1 3 118 


134 | 15% 
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73 
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Table 18: Venous v. Fingerstick Comparison Summary 


_ Theranos Result [mIU/mL] 
Sample ID Venous Tube Fingerstick 
Patient 1 OORL | OORL 


Patient 2 OORL OORL 
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Patient 4 
Patient 5 
Patient 6 
Patient 7 
Patient 8 


Patient 13 
Patient 14 
Patient 15 
Patient 16 . 


Patient 17 


Patient 18 
Patient 19 


Patient 20 


9 ANALYTICAL SENSITIVITY 


In accordance to CLSI guideline EP 
blank sample and 60 replicates of thé 


we 
1) were tested, 


9.1 Verification of Limit of B 


ercentage of 60 bl ‘ 


results. 


9.2 Verification of Limit of Detection 


analytical sensi 


ication, 60 replicates of a 


icates that return OORL results should 
1 the percentage of 20 blank replicates should be greater than 85%. 

ire calculated by cartridge, for a total of 60 replicates, 100% of replicates 
fesults. By grouping the results into 20 replicates of 3 cartridges, 100% 


9.2.1 Acceptance Criteria: the percentage of 60 LLOQ replicates that return quantifiable results 
should be greater than 90%, or the percentage of 20 LLOQ replicates should be greater than 


85%. When the results are calculated by cartridge, for a total of 57 replicates, 83% of 
replicates returned quantifiable results. By grouping the results into 19 replicates of 3 


cartridges, 95% returned quantifiable results. 
Table 19: Blank 
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hCG Report 


436 465 436 465 451 5% 
641 641 579 15% | OORL | 512 4% 


8% | OORL 


OORL 


5 
& 


Q 
& 


879 
579 16% 54% 
1 


~ 
4 | mf 
639. | __4% | oort. 
628 | DARK lpark | oe |__| OORL 26% 


aoe 
2| a | 


597 | gaa | 10% 22% 
| o6[ 02 | 936 ORL 


ST 93 | __sas | 2% 
: 23% 
608 723 608 723 666 12% 


LOV NOLLVAOdNI AO WOCHAa FHL YWACNN FHNSOIOSIC WOW Ld Waxed NOLLVAMOANI THIDTTAINOD THILNACNOD 


CMS2-001427 


E R-14603 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-51, Page 276 of 295 


WWI UU LA OU LA UO UN AW UR SU A, I SS UL Sa 


th e ra n Ss hCG Report a Number: CL-RPT- 


Revision: A 
Validation Document Effective Date: 3/19/2014 


hCG ELISA Assay Validation Report on Edison 3.5 Theranos System 


516 |___ 332 516 332 424 | 31% | OORL 


218 
6 iE | 


| 


OORL 


J 
f= 
‘oO 


ses|__ acs | ___ sos | ats | 17% | oon, 


Table 20: LLOQ 
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Table 23: Li Heparin Plasma 


Reported Value 


Spiked (30 
mIU/mL 


g Concentration 
ce: "AG> | Recover 
%CV | Tip. | Tip2 | We AA ; 
L ‘ A 


COR 
6% 34% 


961 
1348 | 1274 


1039 | 1032 
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SKA 2 

‘ m6 | 2 
Pa Did os-se 7 | & 
ead wy 
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15 . sor 0 | 
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Table 24: Serum 


Reported Value 
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EDTA vs Li Heparin Plasma 
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11 INTERFERENCE 
The recovery of analyte spiked into hemolyzed (300mg/dL Hemoglobin), icteric ( 
Bilirubin), and lipemic (500mg/dL Triglycerides) serum samples was evaluated o 
System and compared to predicate method values. 
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Table 28: Lipemic Samples (Triglycerides 500m¢g/dL) 
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13 SAMPLE STABILITY 


The stability of patient samples stored at 4C and room temperature were tested to 
conditions that clinical samples may be stored and handled. Samples were transfe 
either room temperature or 4C at the Ohr time point, and stored at those temperat a 
remainder of testing. Overall the analyte stability data indicates that the s : 


up to 72h if stored at 4 degrees or room temperature. 


Table 30: Analyte Stability Summary 
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Figure 15; Analyte Stability at 4C 
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Figure 16: Analyte Stability at Room Temperature 
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14 Reagent Stability 
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Figure 17: Reagent Stabj 
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10 ANTICOAGULANT COMPARISON 


To test the effect of anticoagulants, 20 unique patients 
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